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(1)

NATIONAL CANCER INSTITUTE’S
MANAGEMENT OF RADIATION STUDIES

WEDNESDAY, SEPTEMBER 16, 1998

U.S. SENATE,
PERMANENT SUBCOMMITTEE ON INVESTIGATIONS,

OF THE COMMITTEE ON GOVERNMENTAL AFFAIRS,
Washington, DC.

The Subcommittee met, pursuant to notice, at 9:38 a.m., in room
SD–342, Dirksen Senate Office Building, Hon. Susan M. Collins,
Chairman of the Subcommittee, presiding.

Present: Senators Collins, Glenn, and Durbin.
Staff Present: Timothy J. Shea, Chief Counsel/Staff Director;

Mary D. Robertson, Chief Clerk; Pamela Marple, Minority Chief
Counsel; David McKean, Minority Staff Director; Bob Roach, Coun-
sel to the Minority; Beth Stein, Counsel to the Minority; Bill
McDaniel, Investigator to Minority; John Neumann, Investigator
(Detailee, GAO); Kirk E. Walder, Investigator; Lindsey E. Ledwin,
Staff Assistant; Felicia Knight (Sen. Collins); Chris Dockerty, (Sen.
Thompson); Kevin Mathias (Sen. Specter); Len Weiss (Govern-
mental Affairs/Sen. Glenn); Marianne Upton, (Sen. Durbin); Lynn
Kimmerly and Donna Berry (Sen. Cleland); Gabriel Goldstein (Sen.
Lieberman); and Antigone Popamianos (Sen. Levin).

OPENING STATEMENT OF SENATOR COLLINS

Senator COLLINS. The Subcommittee will please come to order.
Today, the Permanent Subcommittee on Investigations will ex-

amine the National Cancer Institute’s management of an important
scientific study which assessed the radiation effects of nuclear
weapons tests. This hearing is the result of an investigation initi-
ated and led by the Ranking Minority Member, the distinguished
Senator from Ohio. Senator John Glenn and his staff should be
commended for their work on this investigation, which expanded on
an earlier effort by two of our colleagues. This matter was first
raised by Senators Arlen Specter and Tom Harkin at a Senate Ap-
propriations Subcommittee hearing held in October 1997, and I
want to commend them for their leadership as well.

Our focus this morning is on one particularly significant govern-
ment study that assessed the exposure of the American people to
radiation from government nuclear weapons testing in the 1950’s,
a study that took 14 years to complete. We will explore whether or
not management problems delayed this report, and if so, how to en-
sure that such problems do not affect future studies managed by
the National Cancer Institute or the Department of Health and
Human Services.
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By way of background, in 1983, the Congress directed the De-
partment of Health and Human Services to assess the potential ex-
posure of the American people to Iodine–131, one of the radioactive
elements in the fallout from aboveground nuclear tests. Assessing
the health risks facing the public as a result of this exposure was
also part of this directive. The Department delegated the task of
conducting this review to the National Cancer Institute, which fi-
nally released its lengthy study in October 1997.

The findings in the NCI study were sobering, to say the least.
Besides the known areas of contamination around the Nevada test
site, the data showed that many other parts of the country were
also contaminated because weather patterns at the time disbursed
radioactive material across America. For some of the nuclear tests,
the report found, people as far away as Aroostook County, Maine,
where I was born and grew up, may have received as much expo-
sure to radiation as people living in Nevada and Utah.

It came as a real shock to me when I read this part of the report
and looked at the maps that outline the States that had received
the highest radiation exposure.

In addition, individuals who were young children at the time of
the testing and who drank large quantities of locally produced milk
received significantly higher concentrations of radiation than did
adults in the same area.

This investigation raises important policy questions about open-
ness and trust in government. Did the Federal Government fulfill
its duty to report its findings to the American people? Specifically,
why was the report published 14 years after it was commissioned
and without the important public health information about the risk
of cancer associated with the aboveground nuclear tests? Did the
Department of Health and Human Services fulfill its duty to see
that this study was done in a complete and timely manner, as di-
rected by Congress? And, finally, what are the public health impli-
cations of this study as assessed by the report published by the Na-
tional Academy of Sciences?

The survival of public institutions in a democracy depends on the
public’s trust and faith in them—in their competence, their integ-
rity, and their fundamental honesty. Studies with potentially sig-
nificant health implications must be communicated to the Amer-
ican people as soon as possible to ensure public confidence in the
Federal agencies responsible for such areas.

To explore the issues surrounding this radiation study, we will
hear from several witnesses this morning. Our first witness is the
distinguished Senator from Iowa, Senator Tom Harkin. He has a
deeply personal interest in this matter and also serves as the
Ranking Minority Member of the Labor, Health and Human Serv-
ices, and Education, Subcommittee of the Appropriations Sub-
committee.

Our next panel of witnesses consists of Dr. Owen Hoffman and
Dr. Barry Johnson, who will testify about the significance of the
NCI’s findings on the radiation resulting from nuclear weapons
testing.

We will then hear from Dr. Bruce Wachholz, the NCI official who
managed the radiation study, who will address why the NCI took
14 years to issue the report.
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Our final witness this morning is Dr. William Raub, Deputy As-
sistant Secretary for Science Policy and Science Advisor to the Sec-
retary of the Department of Health and Human Services.

We look forward to hearing all of this testimony.
Before recognizing the distinguished Senator from Ohio, I would

like to set the record straight about certain representations that
have been made to the press about this investigation and hearing.
I was concerned to read in one report that ‘‘a Senate panel’’ sug-
gested that the project director in this case had a conflict of inter-
est and that ‘‘a U.S. Senate investigation’’ reached a final conclu-
sion about this matter before this hearing. Let me make clear that
no such finding has been made and no such conclusions have been
reached. Indeed, that is why we are here today. That is the purpose
of this hearing, and we are here to listen to the evidence and ex-
plore the facts with an open mind. Certainly, there have been no
findings or conclusions reached by this Subcommittee, and I just
want the record to be clear on those matters.

As I mentioned earlier, this investigation was directed, initiated,
and led by the minority staff, and Senator Glenn may have more
to say about this issue. At this time, I would like to recognize my
colleague, the distinguished Senator from Ohio, Senator Glenn, for
any comments that he might have.

OPENING STATEMENT OF SENATOR GLENN

Senator GLENN. Thank you very much, Madam Chairman.
The problems here started back 40-some years ago, back in the

days of the Cold War, and over the past several years, the Amer-
ican people have learned about the sad legacy of the U.S. nuclear
weapons testing program. Going clear back into the 1950’s and
spurred by an overwhelming sense of national security, which
many of us here today are old enough to remember where the Cold
War was preeminent and where we did a lot of things that, in ret-
rospect or in 20/20 hindsight, we probably would do a lot differently
today. But those were the days when the priorities were in a little
different direction than they are today.

With the sense of national security, the Federal Government
failed to inform the public of the nuclear testing program’s poten-
tial dangers as a result of nuclear fallout. And making matters
worse, for many years our government continued to hide those facts
from the public despite mounting evidence that people, particularly
young people, may have been harmed.

The history is by now well documented, and to its credit, the
Congress has played an important role in reconstructing that his-
tory. We worked hard to open up the files. We worked hard to
make sure that current as well as future studies on radiation
health effects are as transparent as they should have been for the
nuclear testing program during the 1950’s. We have worked to
make both the nature of the research and the results of any study
accessible to the public so Americans know what the dangers are,
and, if they can take precautions of some kind with their children
or themselves, even at this late date, that those be available to
them.

Overall, we have made progress with these reform efforts, but
the struggle is ongoing. I have recently introduced legislation that
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would ensure that no one will ever be subject to governmental ex-
perimentation of any kind without their knowledge and informed
consent. This is just common sense. In addition, this Committee
has passed some legislation in the past regarding some of the
things that happened with radiation studies in Cincinnati. Some of
you that have followed the work of this Committee will be familiar
with that legislation.

Today, we are going to examine the management and openness
of one particular research effort, one with a long history. It started
back some 15 years ago when Congress passed an amendment to
the Orphan Drug Act directing the Secretary of the Department of
Health and Human Services to provide the public with complete in-
formation on both the amount and effects of the radioactive iodine
released into the atmosphere during the aboveground nuclear
weapons testing program conducted by the Federal Government in
Nevada in the 1950’s and early 1960’s. This task was delegated to
the National Cancer Institute and only last year, in 1997, some 14
years after receiving a mandate from Congress, did the NCI com-
plete its report.

Although this hearing will not attempt to evaluate all the science
underlying the report, it is worth briefly recapitulating NCI’s most
significant findings. They are that the weapons test distributed
high levels of nuclear fallout across the country—I mean clear
across the country, too, as the Chairman just stated, some in a par-
ticular area because of the vagaries of weather patterns and so on
in Maine, about as far as you could get and still be in the conti-
nental United States. So it came down in that area where she grew
up, literally. We are not implying that you have any effects from
this, of course, and we hope you do not, but that just shows how
far these things go sometimes, quite apart from where the test ac-
tually occurred.

In a number of other areas, including the Northern Plains, the
Midwest, and Northeast, individuals received doses of I–131 to
their thyroid that were comparable to and in some cases exceeded
the doses received by citizens living near the test site in Nevada.

Second, Americans across the Nation received doses of radiation
at levels that were much higher than previously believed. It is esti-
mated that 3.5 million children received an average cumulative
dose of 10.3 rads of Iodine–131. Some children in certain areas may
have received cumulative doses as high as 100 rads.

Also, NCI has since estimated that 11,000 to 212,000 people,
which is quite a wide spread, we would acknowledge, which may
show some of the difficulties in assessing some of the dangers from
this, that those numbers of people may develop radiation-induced
thyroid cancer from the weapons test fallout. Fortunately, this type
of cancer is rarely life-threatening, but it is in some cases, of
course.

When I saw the important information revealed in this report, I
was particularly concerned that it took 14 years to complete the
study. I asked the staff of the Subcommittee to look into the matter
and was quite surprised and disappointed by what we have found.

Before getting into what our investigation uncovered, I would
first like to address the same item that the Chairman addressed
a moment ago regarding a news story that appeared yesterday and
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another one this morning, but particularly the one yesterday that
appeared alleging that this Subcommittee challenged the ethics of
Dr. Wachholz during the NCI’s I–131 study. The reporter quoted
from a preliminary draft of an internal memorandum which I had
never seen or approved. I should add, however, that this article did
not mention the finding of that memorandum ‘‘that the Sub-
committee found no evidence to suggest any potential conflicts af-
fected the I–131 report in any way.’’

I want to state for the record, and very emphatically, that I do
not challenge the ethics of Dr. Wachholz and that today’s hearing
is focused instead on the management and issuance of the I–131
report itself.

Let’s turn to some of the problems with the I–131 report. It was
delayed at least 4 years, perhaps longer. The NCI study was
plagued by trouble with management, lack of internal oversight,
and lack of public participation and openness. In addition, the
NCI’s participation in ongoing and critical studies of the Chernobyl
accident is facing similar difficulties with management. And fi-
nally, the Department of Health and Human Services did not have
any department-wide policies or guidelines governing the conduct
of sensitive studies related to radiation health effects research,
even though its agencies now perform many of those studies for the
government.

Once again, it would appear that the government has dropped
the ball in this case, and citizens who were unknowingly or
unwillingly exposed to fallout are again victims of unacceptable bu-
reaucratic indifference or neglect.

NCI’s work on the I–131 report is a case study on how not to
manage this type of research and a strong reminder we have to
constantly work at cultivating openness and public participation in
this area. I would add that when Congress or a committee or indi-
viduals are given assurance that a research project is being carried
out, then it should be expeditiously brought to the fore when the
information is ready and should be brought out just as fast as we
possibly can.

Again, I want to reiterate that today’s hearing is not an attempt
to evaluate the science underlying the I–131 report. This morning
I hope we can understand why it took so long to get the report out;
second, get a better handle on whether or not the NCI report meets
the congressional mandate it was given; and third, see what HHS
is doing and will do to address the problems with the Chernobyl
study to ensure consistent application of openness and public par-
ticipation through the Department in future studies of radiation
health effects.

In sum, I hope this hearing will be one more step toward making
government more accountable, open and trustworthy of the faith of
the people of this country.

I want to thank you, Madam Chairman, for allowing the Minor-
ity to pursue this investigation. We are sorry that the leak oc-
curred. That should not have occurred from whatever source. There
was distribution, as I understand it, of this material earlier, and
we can discuss that privately later on. We are looking into it our-
selves.
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1 The prepared statement of Senator Harkin appears in the Appendix on page 6.

So I look forward to hearing from the witnesses this morning and
hearing their testimony.

Senator COLLINS. Thank you, Senator.
Our first witness this morning is the distinguished Senator from

Iowa, Senator Tom Harkin. I want to commend him for both his
personal and professional commitment to this issue. He has been
a real leader, along with Senator Arlen Specter, and we very much
appreciate his making the time today to come and share his knowl-
edge with us.

We do have a large number of witnesses, so I would ask, if you
could, that you limit your comments to about 10 minutes. Thank
you.

TESTIMONY OF HON. TOM HARKIN,1 A U.S. SENATOR FROM
THE STATE OF IOWA

Senator HARKIN. I will try to be more brief than that.
Madam Chair, thank you very much and, Senator Glenn, again,

thank you for your kind comments, and thank you for holding this
hearing. I think it comes at just the right time, and it is covering
an issue that I think is of vital importance to all Americans. Maybe
it is not the biggest news story today, but it is one that I think is
going to affect a lot of people’s lives in this country. So your hear-
ing just couldn’t be more timely.

Madam Chair, again, I thank you for holding this hearing. I
think both you and Senator Glenn really covered it. I don’t know
that I can add too much more than perhaps just to reinforce a cou-
ple of things that you said.

I think both of you hit it just right. It has to do with responsi-
bility and what is the responsibility of the Federal Government at
this time. The lack of a medical warning and response to the nu-
clear weapons testing of the 1950’s and 1960’s was a huge failure
of our government. Again, Senator Glenn is right that it is 20/20
hindsight. Of course, we were living in a different time, a different
era, in a Cold War; but, nonetheless, the government still can’t es-
cape the responsibility that we have today.

Unfortunately, the lack of response seems to be continuing, and
despite some efforts by the NCI and the Institute of Medicine, dur-
ing the past year, I am afraid, the Federal Government’s response
is still woefully inadequate.

I might just say as an aside, I think that Senator Glenn’s bill,
the one about the right to know and the right to have full knowl-
edge and informed consent before any experiments are done on you
or you are involved in any experiments is really the right thing
that we should do at this time.

As you mentioned, Madam Chair, I do have a somewhat personal
interest in this, and I will tell you how I got involved. Last year,
a little over a year and 4 months ago, my next oldest brother died,
at a fairly young age, of thyroid cancer. And, of course, when he
came down with it, I had already had thyroid problems of my own
preceding that by a few years. I just thought that was quite un-
usual, and, when he came down with thyroid cancer, of course, it
was considered not life-threatening. Usually, thyroid cancer is one
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of those that can be handled. But his had been detected way too
late. It had already metastasized. He fought it valiantly for about,
oh, I think going on almost 10 years and finally succumbed to it
last year.

During that period of time, I began to look more and more at the
incidence of thyroid problems in this country, and what I found
was really alarming. I found, for example, Senator Glenn, about
the use of Synthroid, which, as you know, takes the place of the
thyroid hormones—I have been on Synthroid now for about 18
years. But the use of it over the last decade, decade and a half, has
just shot up precipitously. I asked the question, either one of two
things, either doctors are over-prescribing it or there is something
going on out there. I don’t think doctors are over-prescribing it. It
doesn’t seem to me like a highly profitable drug or anything like
that, but doctors are detecting more and more thyroid problems. If
you look at the chart on the use of Synthroid, it has just sky-
rocketed.

Well, that kind of alarmed me, and then what happened to my
brother, and then I looked at how much research was being done
on thyroid cancer. And, of course, since it is a slow-acting cancer
and not too many people succumb to it—the survival rate is fairly
high, More interest was focused on breast cancer, of course, and
colon cancer and lung cancer, things like that. But I found out
there just wasn’t anything being done about thyroid cancer. So I
began working through my capacity, with Senator Specter, on the
Appropriations Committee and asking questions about the research
into it.

Well, just about that time, this study lands in our lap, and you
can imagine how startled I was to see the juxtaposition, of how
these two things come together at the same time. And so I looked
at the study and looked at the map, and, of course, what I saw
startled me as much as it did you, Madam Chair, when I saw that
Iowa, of all places, had a lot of radioactive hot spots.

I then began a process of talking to scientists and others and
found out that when the nuclear explosions happened in Nevada,
a lot of the Iodine–131 would get in the upper atmosphere, would
float along through the jet stream, and then it would come down.
It would come down at different places, so you would find a kind
of patchwork across the country, and that is why you find some hot
spots, for example, up in Maine.

The next thing I found out was that during the 1950’s—and you
might want to explore this a little further, again, for the basis of
having some history on this. During the 1950’s, Kodak, which is lo-
cated up in Rochester, New York, had been noticing that some of
the films that they were sending out were being clouded. Somebody
figured out it always happened around the time of a nuclear test.
So they got a hold of the AEC. The AEC agreed to warn them be-
forehand when they were going to conduct a nuclear test. There-
fore, they would protect their film, and they wouldn’t send it out.
Then they would wait a while, and then send it out.

I thought, my gosh, if they could inform Kodak, why couldn’t
they inform the dairy farmers and the people that lived in my area
and your area, places like that, to not drink the milk for a while
or don’t let the cows graze for a while on the grass. Iodine–131 does
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decay, and so you could—the half-life is not that long, so you could
wait a while, given some information. So Kodak got the informa-
tion. The American people didn’t.

So all of this led me to think that we just really had to do some-
thing. I don’t know why the study took so long. You will look into
that. I would agree with you; from my perusal of it, I really do
think the science is good. I have no quarrel with the science and
what they did on this study. I just have a problem with the time
and the release of the information.

Just a couple of other items I would mention to back up a little
bit what you both said on the Iodine–131. A lot of these hot spots
were identified as receiving 5 to 16 rads of Iodine–131. You ought
to put that in perspective. The Federal standards for nuclear power
plants require that protective action be taken for 15 rads.

To further understand the enormity of the potential exposure,
they estimate 150 million curies of Iodine–131 were released by the
aboveground nuclear weapons test, three times that from
Chernobyl.

These hot spots, as you know, were all over the place, and as you
said, Madam Chair, the most affected were children because their
thyroids were smaller, they drank more milk. In my brother’s case,
he lived in Pennsylvania at the time, so they said, well, OK, here
is someone who had thyroid cancer, but he didn’t live in a hot spot.
Well, he sure did when he was a kid. And that is what we drank,
Senator Glenn. We drank cow’s milk. And we didn’t pasteurize it,
either. We just put it through a cloth and drank it, and that was
it in those days.

And so you look back, and you wonder how many people there
are that have moved out of those areas or lived in those areas,
maybe living in the cities, and have no idea that they were ever
exposed to any of this.

So that is why, when I hear the NCI say that, on average, every-
one is OK. I don’t think this is one place where we can be satisfied
with saying, well, the average is OK. We have got a lot of people
out there who were exposed, and as you know, these things take
a long time to develop. And if you look, again—I think—I am not
on real solid ground on this, but I think the incidence of the use
of Synthroid is affecting the age population about my age, 50’s and
early 60’s, someplace in there, who were kids at that time, if you
look at the incidence. I am trying to get a better handle on that,
but my first look at it seems to be that that is so. So I think that
we have a responsibility to get this information out and inform
them of the risks.

Now, I have a problem—and I know you will look into this, and
I hope you do—about the IOM saying that no screening should take
place. I am concerned about that. I am not a doctor, but I do have
a problem with this. I think it needs to be examined very closely.
According to American Cancer Society information, the NCI is
wrong to oppose screening. Why they are opposing it, I don’t know.
It just seems to me that they are saying, well, people will get ex-
cited and maybe they will do things that they don’t have to do. And
as I read some of the report, I was concerned about that attitude,
that, well, people might go in and get check-ups or do things that
they don’t have to do.
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1 See Exhibit 4, which appears in the Appendix on page 746.

And there is one part of the report I just drastically disagree
with, and I don’t have it right in front of me, but it was that you
could wait; that it didn’t make any difference how soon you detect
thyroid cancer, you could wait a little bit later, it was not that big
of a problem up front.

Well, I can tell you from my brother’s experience that this is non-
sense. Any cancer, the earlier you detect it, the earlier you take
steps to control it, it means your survival rate is going to be in-
creased by that much. So I just don’t buy that, and I don’t under-
stand how they came up with that kind of a conclusion, that they
didn’t have to be worried about people coming in early, they could
wait and just catch it during the normal course of getting
physicals. But there are a lot of people out there without health in-
surance that don’t come in for annual check-ups, and I will bet you
there are a lot of times where you get annual check-ups, and they
don’t check your thyroid. I just wonder how many—mine was just
caught. I was in the military. I have taken physicals every year of
my life, and all of a sudden, 1 year I happened to take a physical,
and the doctor just said, ‘‘There is something wrong with your
throat.’’ And it had been there before. I mean, it didn’t just happen
in 1 year. One doctor happened to catch it, and then with some
MRIs, we were able to get a better handle on it.

But there are a lot of people out there who don’t have health in-
surance. They don’t come in for their annual physicals. And I be-
lieve information needs to be gotten out to these people and to say
that if you lived in certain areas and you were a child, you ought
to get in and have your thyroid checked. That is all I am saying.

Again, I am not here to condemn the scientists. I think that they
have done a good job on the science, but I do think they did an in-
adequate job in responding to the human health consequences of
the fallout exposure.

Again, we are dealing with real people. We are not dealing with
just averages. We are dealing with people out there that need this
kind of information. I think the medical community needs the in-
formation, too, and I think doctors who give physicals and our com-
munity health centers around the country ought to be given this
information. That would be a massive flow of information from the
government to consumers, to the health professionals, community
health centers all over this country to make sure they check on the
thyroids of people, ask them where they lived when they were kids.
Ask them about the milk they consumed and things like that. And
in that way, I think we can do a much better job and fulfill our
responsibilities more adequately.

Madam Chair, if I could, I would just like to ask consent that a
statement prepared by the Physicians for Social Responsibility who
examined the issue be made a part of the record.1

Senator COLLINS. Without objection, it will be.
Senator HARKIN. And I thank you again for giving me this oppor-

tunity to testify. I would be glad to try to answer any questions if
I can.

Senator COLLINS. Thank you very much for your testimony.
Senator Glenn, do you have any questions?
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Senator GLENN. Just very short. You mentioned Chernobyl. That
was interesting. I hadn’t heard those figures before on comparison
of our total fallout from that and Chernobyl, which brings up the
international aspect of this whole thing and whether these things
are all cumulative, wafting around the world on jet stream winds
and coming down all over the place. I don’t know whether you have
looked into that any further as to whether when we were doing our
testing, or other people were doing their testing, that we were mon-
itoring or were able to monitor or even have any record of what the
fallout was around the world in different places, whether it is the
southern part of Africa or northern Russia or whatever. I don’t
have any idea what the answer would be.

Have you seen any studies on that?
Senator HARKIN. I haven’t, Senator Glenn. I just asked my staff.

They haven’t seen any, either. And I would think Chernobyl being
where it is located, and we know the jet stream goes from west to
east, prevailing winds, you would probably have to look in that di-
rection. But obviously some of that could have reached us, too.

Senator GLENN. You have a half-life on this iodine, of about 8
days. I don’t know about the effects of Chernobyl—it may not have
had that much effect on us here, but I think the overall—I am just
thinking of the overall testing programs different nations had going
back at that time.

I don’t want to spend a lot of time on it. I am just curious about
it. I hadn’t really thought of that before.

Senator HARKIN. No, I hadn’t—well, I had thought about
Chernobyl. I just didn’t know. But I don’t know if any investiga-
tions have been done or not. But you are right about the half-life,
and I think they need, what, something like 2 or 3 or 4 half-lifes
before there is not any real problem.

Senator GLENN. The normal half-life is about 8 days, and it goes
down from there?

Senator HARKIN. Yes, I think it is like 30 days total. After about
30 days, I think, something like that. You can ask the experts, but
I think that it is something about that, where it just won’t affect
you any longer. But you are right, Chernobyl gets in the jet stream,
2 or 3 days it is here.

Senator GLENN. But that would take it out across not only what
is now Russia, the old Soviet Union, but Japan, Korea, other na-
tions of the Far East, maybe even winds down into India or places
like that on occasion. It would be interesting to see whether any-
body through the World Health Organization or anyone has done
any studies of the overall effect of iodine and other fallout.

Senator HARKIN. You might ask the people—I don’t know the an-
swer to that question.

One other thing Senator Glenn, Senator Specter and I have put
into the appropriations bill a provision that I would like to draw
your attention to, to do some further studies on other radionuclides
that were involved in those tests. We don’t know about those, ei-
ther. There are other radionuclides—cesium, of course, and we
know about the strontium, plutonium, and we don’t even have a
handle on what happened to that kind of fallout.

Senator GLENN. Not to delay this, Madam Chair, I know we have
a number of witnesses, but we did extensive studies on some of the
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downwinders out of Hanford, Washington, when some gases were
released there that got into some of these other areas also. This
Committee in particular has followed that through the years and
done a lot of work in that area, too. So it all combined into a big
picture. People need to know more information in a timely fashion
just so they could have an annual screening if they were in a hot
spot for example, or could watch out for symptoms in their chil-
dren.

Thank you, Madam Chair.
Senator COLLINS. Thank you, Senator Glenn. Thank you, Senator

Harkin.
Senator HARKIN. Again, thank you, Madam Chair, for conducting

this hearing. It is vitally important.
Senator COLLINS. Our next panel of witnesses consists of Dr.

Owen Hoffman and Dr. Barry Johnson, who will testify about the
significance of the NCI’s findings on the radiation resulting from
nuclear weapons testing.

Dr. Hoffman, a scientist who served as a consultant to the NCI
study, is currently president of SENES Oak Ridge, Inc. in Ten-
nessee. Dr. Johnson is the Assistant Administrator of the Agency
for Toxic Substances and Disease Registry. That agency is part of
the Department of Health and Human Services and is responsible
for conducting medical studies, registries and monitoring.

Pursuant to Rule 6 of the Subcommittee, now that you all are
comfortably seated, I would ask that you stand and be sworn in.

Please, raise your right hand. Do you swear that the testimony
that you are about to give is the truth, the whole truth and nothing
but the truth, so help you, God?

Dr. HOFFMAN. I do.
Dr. JOHNSON. I do.
Senator COLLINS. Dr. Johnson and Dr. Hoffman, there is a third

person at the panel. Could you, for the record, identify him, please?
Dr. JOHNSON. Madam Chair, I am accompanied today by Dr. Jef-

frey Lybarger, who is the Director of our Agency’s Division of
Health Studies.

I may refer to him on issues of technical issues, if that arises
during the testimony.

Senator COLLINS. Thank you. We look forward to hearing from
each of you today. Your written testimony will be made a part of
the record but in order to allow ample time for questions and an-
swers, we are going to limit your oral testimony to about 10 min-
utes each.

We are going to be using a timing system this morning. You will
see right in front of you three lights. The green light will signify
the beginning of your 10-minute period. About 1 minute before the
10-minute period is through, it will turn to yellow, which will en-
courage you to wrap up your testimony and make your final points.

But I do want to emphasize that your entire prepared testimony
will be in the record.

Dr. Hoffman, we will start with you this morning.
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1 The prepared statement of Dr. Hoffman appears in the Appendix on page 48.

TESTIMONY OF F. OWEN HOFFMAN, PH.D.,1 PRESIDENT AND
DIRECTOR, SENES OAK RIDGE, INC., CENTER FOR RISK
ANALYSIS, AND CONSULTANT TO THE NATIONAL CANCER
INSTITUTE’S STUDY, OAK RIDGE, TENNESSEE
Dr. HOFFMAN. Thank you, Madam Chairman.
The Subcommittee has requested that I testify today about two

primary issues. The first being my views on the overall health im-
pact to the American people from atmospheric testing of nuclear
weapons at the Nevada test site, and the second being my personal
involvement with and observations about the overall production of
the National Cancer Institute’s report, its conduct of research on
the topic and including an interpretation of the results of the Na-
tional Cancer Institute’s Iodine–131 study.

My professional training is as an environmental scientist. I have
more than 25 years of experience in the field of environmental ra-
dioactivity. During my career, I have devoted considerable effort to
the study of the environmental transport and health consequences
of Iodine–131 and other radionuclides.

In 1987, I performed experimental research for the National Can-
cer Institute to produce information that helped confirm some of
the assumptions that were made in this study. I also served over
a period of years as an unfunded consultant to advise on methods
for the analysis of uncertainty in the National Cancer Institute’s
dose estimates.

I would like to also point out that I have served as chief scientist
to the International Atomic Energy Commission on the use of
Chernobyl data to actually test the accuracy of environmental mod-
els and, indeed, the Chernobyl fallout went around the world. We
even measured it here in the United States.

What are the most important findings of the National Cancer In-
stitute’s report? I would like to point out that it makes comprehen-
sive estimates of the thyroid dose resulting from each of 100 atmos-
pheric tests held in Nevada during the 1950’s. In all, approximately
150 million curies—not 116—but 150 million curies of Iodine–131
was released to the atmosphere from the Nevada test site. Now,
this is about 3 to 4 times the amount released from Chernobyl. You
had an earlier estimate of that release. I would like to correct it.
It is 45 million curies, not 7 million curies of Iodine–131 that was
released from Chernobyl.

The National Cancer Institute report estimates doses of radio-
active iodine that was received by individuals of various ages and
who consumed various dietary sources of fresh milk for over 3,000
counties in the Continental United States. Let me make this point
and let me make it clearly, that this is the largest and most exten-
sive dose reconstruction ever carried out in the United States.
Presently, there are dose reconstructions ongoing at Fernald, Ohio,
at Hanford, Washington, at Oak Ridge, Tennessee, at Savannah
River, Georgia, and at Rocky Flats, Colorado. Compared to all of
these sites, the NCI dose reconstructions is the big one.

Iodine–131, as mentioned previously, is one of many radio-
nuclides released in fallout. It is because of its affinity to rapidly
deposit on vegetation and to be accumulated into food chains, espe-

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00016 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



13

cially the milk food chain, and then to affect the thyroids of chil-
dren, is why it gets so much attention. Iodine–131 is not the only
radionuclide in fallout; however, the NCI study was mandated by
Congress to focus only on Iodine–131.

The other thing I would like to mention is that the plumes from
the Nevada Test Site went beyond the borders of the United States.
The NCI study, however, was restricted to just the doses to the
American people and, as far as I know, the overall effects of the
Nevada Test Site fallout in our neighboring countries has not been
assessed.

The primary population at risk would be those in childhood at
time of exposure. It was mentioned previously that the plumes
went throughout the United States. It has also been mentioned
previously that an initial estimate of health risk ranged from
11,000 to 212,000 excess cases of cancer. I would like to point out
that those estimates would primarily be manifested in children,
who were under the age of five at time of exposure and who are
primarily females. And the majority of those cases would occur for
people living in the Midwest and Eastern United States because
that is where the population is.

So, even though the so-called hot spots appear to occur in the
West, the population base is rather small so the overall cases of
cancer that was manifested in the West would be small compared
to the consequences that would have occurred in the eastern
United States.

For children born in 1952 and for children consuming either
above-average quantities of commercial milk or unpasteurized milk
from local sources, such as a family cow, backyard cow or a local
farm, the National Cancer Institute estimates that there are ap-
proximately 270 counties in the United States where the median
or central estimates of thyroid doses would have reached above 30
rads and nearly 2,500 counties where the central estimates of dose
would be between 10 and 30 rads.

Those dose estimates well exceed any past or current radiation
protection guides dealing with maximum dose limits to the thyroid.
They also exceed emergency reference levels, which are rec-
ommendations for taking action, either recommending that cows
not be fed fresh feed or banning milk from the market.

The World Health Organization currently is recommending that
at doses that can be averted as high as 1 rad, that stable iodine
tablets be distributed in order to block thyroid uptake of radio-
active iodine. The current recommendations of the Food and Drug
Administration and the EPA recommends this procedure at 25 rad.
So, these dose estimates from exposure to NTS fallout approach
and exceed emergency levels for those who were in childhood at
time of testing who were consuming above-average amounts of milk
or milk from local sources.

Another measure of comparison is looking at risk limits for
Superfund sites. Now, at Superfund sites the need to clean up is
triggered when risks are in the range of 1 chance in a million life-
time health risk of cancer up to 1 chance in 10,000 for maximally-
exposed individuals. Usually when it exceeds 1 chance in 10,000,
the need for clean up is taken seriously.
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I would like to point out that for children under the age of 15,
a life-time risk that would approach or exceed 1 chance in 10,000
of an excess risk of thyroid cancer would be on the order of just
1 to 2 rad. And the risk would increase in a multiplicative fashion
for every rad increase beyond that.

So, that concludes a brief summary of the significance of the
study. Now, another question that I have been asked to answer is,
have the important findings and their significance been adequately
conveyed to the public by the NCI? To answer this, I offer to you
an opinion. The information in the report is extensive. It is of the
highest technical quality. There have been numerous presentations
made in the past to scientific committees but, I would contend that,
no, the information is not readily accessible to people who are non-
technically trained and who have an interest in this topic.

And the reason for this is that the executive summary of the re-
port focuses mainly on average doses. The average dose is con-
trolled by the majority of the population who were adults at time
of exposure and the risk to those individuals is very small. The risk
to the U.S. population is controlled by those who were in very
young childhood and who were consuming large amounts of milk.

One has to go into the appendices of the report, into Section 8,
and start combing through the maps in the back of the report be-
fore one obtains a full appreciation as to how high these doses
could have been. And, in fact, if one really is interested in dis-
cerning how high the doses could have been, it is necessary to get
into the NCI web site and actually begin to put in information
about dietary habits and date of birth in order to get quantitative
information that would be pertinent to the interest of any indi-
vidual.

Now, I would like to just finish with a personal recommendation.
That is I think we would not be here today if the National Cancer
Institute had adopted the same commitment to openness and pub-
lic involvement as is now the standard practice in dose reconstruc-
tion studies that are currently taking place throughout the United
States. Those studies are being conducted by the Centers for Dis-
ease Control and by various State Departments of Health.

Had there been public outreach and a commitment to openness,
I do not think the NCI report could have been delayed, and I think
that the report would have been consistent with its full mandate;
which is: To include estimates of health risk. I think one of the
main reasons why it is difficult for members of the public to under-
stand the information in the NCI report is because, contrary to the
Congressional mandate given in 1983, there are no estimates of
health risk.

It is not like openness is anything new. Members of NCI and I
have had these discussions at least over the last 8 years, but it is
only recently as a result of, I would say, tremendous media pres-
sure as of last summer that the report was published. Since publi-
cation, however, there has been, as far as I can see, every attempt
made by NCI to answer all questions posed to it.

That concludes my presentation, and I am happy to answer any
specific questions that you have.

Senator COLLINS. Thank you very much, Dr. Hoffman.
Dr. Johnson.
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1 The prepared statement of Dr. Johnson appears in the Appendix on page 61.

TESTIMONY OF BARRY L. JOHNSON, PH.D.,1 ASSISTANT SUR-
GEON GENERAL, ASSISTANT ADMINISTRATOR, AGENCY FOR
TOXIC SUBSTANCES AND DISEASE REGISTRY, PUBLIC
HEALTH SERVICE, U.S. DEPARTMENT OF HEALTH AND
HUMAN SERVICES; ACCOMPANIED BY JEFFREY LYBARGER,
M.D., DIRECTOR, DIVISION OF HEALTH STUDIES
Dr. JOHNSON. Madam Chair, Senator Glenn, good morning. I am

the Assistant Administrator of the Agency for Toxic Substances
and Disease Registry (ATSDR). I am accompanied today by Dr. Jef-
frey Lybarger, Director of our Division of Health Studies.

At the request of the Subcommittee, our testimony today will ad-
dress ATSDR’s medical monitoring responsibilities under the Com-
prehensive Environmental Response Compensation and Liability
Act known as CERCLA or Superfund.

In particular, we will describe ATSDR’s finding that medical
monitoring of persons exposed to radioactive iodine released in the
past from the Hanford Nuclear facility in Richland, Washington, is
called for under CERCLA. Our testimony also relates the public
health approach taken by ATSDR in considering CERCLA’s med-
ical monitoring provisions when populations have been exposed to
hazardous substances released into the environment.

Further, at the Subcommittee’s request because the Institute of
Medicine recently recommended against thyroid cancer screening,
we will highlight our differences in decision making and why we
continue to support our decision for a medical monitoring program
for a sub-population of well-defined persons exposed as children to
Iodine–131 released from the Hanford facility.

ATSDR interprets its CERCLA language on medical monitoring
as an important public health intervention that provides early di-
agnostic and referral services for a well-defined population’s health
risks.

Early detection of a change in health status is the most effective
way to lessen the burden of more advanced disease and enhances
survival. ATSDR’s public health approach for considering a popu-
lation for medical monitoring involves a rigorous process that ap-
plies established medical monitoring criteria for a specific site,
using a multidisciplinary panel of experts to apply and assess the
criteria, assures independent and external peer review on all mat-
ters of science, that will support an involvement of affected stake-
holders certainly including the affected public, reviews risks and
benefits as part of a formal agency approval process, implements
medical monitoring activities when indicated, and periodically eval-
uates the medical monitoring program for effectiveness and quality.

In 1995, ATSDR commenced a deliberative process to determine
if medical monitoring was warranted for persons at increased risk
of thyroid cancer and other conditions from exposure to Iodine–131
released from the Hanford Nuclear Reservation during the period
1945 through 1951. A dose reconstruction study had documented
large releases of Iodine–131 into the atmosphere and provided dose
estimates of representative individuals according to their age, and
where and when they lived, within a large geographic area sur-
rounding Hanford.
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From these data, ATSDR determined that the major public
health risk is among young children downwind of the facility who
consumed Iodine–131 contaminated milk during the period 1945
through 1951. Early in our efforts, ATSDR and CDC jointly formed
the Hanford Health Effects Subcommittee to advise the agencies on
their research and public health activities related to the Hanford
facility. This committee comprises of 21 persons who represent
community, business, government and other interests. Our meet-
ings are held on a quarterly basis, in public, and generate consider-
able media attention that further promotes public awareness and
education.

We also work closely with the Intertribal Council on Hanford
Health Projects which includes representation from nine tribal na-
tions in the Hanford region. The HHES, the Subcommittee which
I referred to, provides an essential resource for expressing health
concerns from communities and tribal nations. This committee re-
viewed ATSDR’s approach to and findings from the consideration
of the medical monitoring program.

In consultation with an expert panel, we determined that a me-
dian 10 rad or higher thyroid dose for children would place these
individuals at significant increased risk of thyroid disease as
adults. This was based on the extensive medical literature of exter-
nal radiation exposures that support elevated thyroid cancer risk
at this dose level or higher among children. These elevated thyroid
cancer risks occur for many decades following radiation exposures
to the head and neck in children.

Moreover, there is an increasing amount of medical literature
that supports a reasonable association between radioactive iodine
exposures and excess occurrences of thyroid neoplasms. This lit-
erature includes published studies of populations exposed to the
Chernobyl fire in 1986, Marshall Islanders exposed to the 1954
BRAVO test releases, school children exposed to the Nevada Test
Site atmospheric testing releases during the period 1951 through
1962, and preliminary findings from the Hanford Thyroid Disease
study.

Our analysis estimates that 14,000 people, the majority of whom
were exposed in 1945, would have received a sufficient thyroid dose
of Iodine–131 as children to place them at significant risk of thy-
roid cancer and other thyroid and parathyroid conditions. Because
there is no randomized controlled study proving the benefits of thy-
roid cancer screening, ATSDR conducted a prevention effectiveness
analysis to project the potential harms and benefits of a program
based on a clinical decision model. The prevention effectiveness
analysis also allowed us to project which benefits and which harms
might result from various medical monitoring scenarios.

Clearly, a well-defined high-risk population must be identified for
a program with thyroid evaluation to derive the most benefit. The
geographic precision of the radiation dose estimates from the Han-
ford releases was a key in ATSDR’s prevention effectiveness anal-
ysis and helped clearly define the at-risk target population. As I in-
dicated 14,000 people we estimate.

Again, the Hanford Health Effects Subcommittee was a very val-
uable resource for discussing risks and benefits attending medical
monitoring for thyroid disease. After 18 months of careful consider-
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ation and analysis following meetings with executive and senior
scientific staff and a meeting with community and tribal represent-
atives, Dr. David Satcher, as a former ATSDR administrator, and
Director of the CDC, signed the decision memo for medical moni-
toring on February 7, 1997.

Now, differences in decision making between ATSDR and the
IOM report. First, ATSDR is directed under CERCLA medical mon-
itoring programs for populations at significant risk of adverse
health effects from exposure to hazardous substances. This rep-
resents a different type of public health activity, we believe, in the
setting of a national policy or standards for thyroid cancer screen-
ing.

Second, we perform our work on a site-specific basis using the
best available scientific and medical information and following a
rigorous process that is based on our seven criteria for medical
monitoring. We not only involve the affected public in our decision
making process, but also conduct external scientific peer review of
our work to make the best public health decision possible.

By consulting recognized experts on the medical issue under con-
sideration and involving the public most directly affected by the
proposed intervention, our process provides an important and nec-
essary balance for public health decision making.

Third, because we are not setting national screening policy, our
criteria do not require a randomized control study showing the ben-
efits of screening, although, we would certainly use such data if
available.

Fourth, we agree with IOM that the current dose estimates for
U.S. counties have large uncertainties which makes it difficult to
readily determine who is at highest risk. At Hanford, however, we
are fortunate that the dose reconstruction study estimated doses at
a much more precise level of geographic resolution: Specifically 6-
mile-by-6-mile areas.

In closing, ATSDR considers medical monitoring of a well-de-
fined, high-risk population to be consistent with the central prin-
ciple of public health: Prevention of disease as preferable to treat-
ment and medical care, and early loss of life. Moreover, for max-
imum effectiveness, prevention efforts must involve the public that
will be impacted by these public health decisions and efforts.

Thank you.
Senator COLLINS. Thank you, Dr. Johnson.
I am just going to have a couple of brief questions for Dr. Hoff-

man before turning over the questioning to Senator Glenn, since
this is a Minority investigation.

Dr. Hoffman, as I mentioned in my opening statement, one of the
most important findings of the NCI study in my view is the fact
that contrary to what one might think the fallout from these nu-
clear weapon tests was not limited to areas very close to the Ne-
vada Test Site. And you mentioned specifically the Northeast and
the impact on people born in 1952, which was the year I was born.
So, this is of some personal interest to me.

I would like to, just briefly, illustrate the effect of the prevailing
winds, look at my home State of Maine. There is a chart of the en-
tire United States that I believe is part of the National Cancer In-
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1 See Exhibit 1a, which is retained in the files of the Subcommittee.
2 See Exhibit 1b, which appear in the Appendix on pages 90–92.

stitute study,1 part of the report that shows Aroostook County,
Maine, where I grew up, as being a particular hot-spot where peo-
ple were exposed to 30-plus rads. So, a very high exposure rates.
But our charts take a different point. They start with January 1.

And what I would like to do, to just illustrate the point that you
can live very far from where these tests were conducted and still
there is a significant impact, is have you walk us through the
charts. The first chart 2 relates to those consumers, primarily chil-
dren—I assume we are talking about—who consume an average
amount of milk. I would add that I feel like I finally won many
years later the battle with my mother on drinking milk, but small
consolation.

Dr. Hoffman, would you walk us through these charts?
Dr. HOFFMAN. Yes. What you have here is an excerpt of the re-

sults that you would find in the appendix of the National Cancer
Institute’s report of October 1997. And what this chart shows is
that virtually the entire State of Maine would have received doses
in excess of 3 rads for children who were consuming just an aver-
age amount of milk and who were born on January 1, 1952, with
the exception of a few counties, one county right in the center of
Maine. You know the name of the county, I do not.

Senator COLLINS. It is Penobscot and Piscataquis Counties.
Dr. HOFFMAN. Yes. Where the doses would be in the category of

10-to-30 rad for such an individual.
Senator COLLINS. I would next like to look at a second chart 2

which relates to consumers who drank a great deal of milk and the
impact changes rather dramatically in this case, it looks like to me.
But, again, if you could help us understand it.

Dr. HOFFMAN. I think that this demonstrates one of the
strengths of the calculations that have been made in the National
Cancer Institute’s report. In their report they did consider the fact
that some children would consume much more milk than just the
average. And, so, they targeted a calculation for individuals that
would be consuming more than just the average amount. And for
those you see the doses increase quite a bit. Now, in this second
chart almost the entire State of Maine is impacted with doses rang-
ing from 10-to-30 rad.

Senator COLLINS. And the third chart 2 I want to show you illus-
trates those who drank a great deal of milk from what we call a
backyard cow. It could be someone living on a farm, for example.
Could you comment on this chart?

Dr. HOFFMAN. Yes. The reason why the backyard cow is impor-
tant is that there is no dilution from milk transported from outside
the region. Also, backyard cows tend to produce less milk on the
total and have the potential for transferring more iodine into their
milk than the commercial dairy cow.

And in this circumstance, for people who either are consuming
milk from a backyard cow or a local farm, the entire State of Maine
(for individuals born on January 1, 1952), would have received
doses between 10-and-30 rad.
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Senator COLLINS. Thank you for that explanation of these charts.
Just one follow-up question. It occurs to me as I listen to Senator
Harkin recommending that there be widespread screening and
then when I read the report recommending that there not be wide-
spread screening that perhaps there is a middle ground here.

And that is that if this material were communicated to physi-
cians in, for example, the State of Maine, who may not be aware
of the risk factors and the exposure that occurred during the 10-
year period in question, that perhaps physicians armed with that
information could decide whether testing or screening was appro-
priate for their patients. But if they do not have access to this kind
of information or they are just not aware of it, they cannot make
those kinds of judgments.

Do you know—and I will ask the NCI officials this question—but
has there been an effort to educate the medical profession about
the rather startling and unexpected findings on the dosages of radi-
ation received during those periods?

Dr. HOFFMAN. I am not aware of a major educational effort at
this time. I believe at the time of the release of the information
that one of the members of the National Cancer Institute’s Advi-
sory Committee, Dr. David Becker, indeed on his own, attempted
to educate and make contact with the American Thyroid Institute
in order to caution the medical community about the potential haz-
ards of massive screening.

This is not to be taken lightly. Screening, if applied without due
caution, can result in more harm than good.

Senator COLLINS. And I agree with that and I am not advocating
frightening the public into thinking that we need a massive screen-
ing program. But on the other hand, it seems to me that physicians
in Maine, for example, treating people my age and a bit older who
grew up during this period in areas that are hot spots, should have
this information so that they can decide on a case-by-case basis
whether or not screening might be appropriate.

Dr. HOFFMAN. Well, I would like to mention that in my own anal-
ysis of the data, I do not see as much evidence for hot spots as I
see evidence for age at time of exposure, gender, and especially for
those individuals, those rare individuals on a diet of goat milk, to
determine the high-end exposed group.

That group will be at more risk than any average group that
might be associated with a particular geographical location.

Senator COLLINS. Thank you, Dr. Hoffman.
Senator Glenn.
Senator GLENN. Thank you.
What is the difference between a backyard cow and a dairy cow

as far as radiation goes? I do not understand why that would be
different?

Dr. HOFFMAN. Well, dairy cows are managed for maximum pro-
duction of milk and they are often given a much higher percentage
of concentrates, they may produce upwards of 30 quarts of milk or
about 7 gallons of milk a day; whereby a family cow that is set out
to pasture to graze may only produce from one-third to one-half of
that.

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00023 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



20

Senator GLENN. In other words, your dairy cow would get more
supplemental feed that would not be raw grass and things like that
that are often more exposed to fallout?

Dr. HOFFMAN. That is correct. And also because of the type of
cows usually used for family use are low producers, there is a tend-
ency for them to concentrate more iodine into the milk than those
cows, like the large Holsteins, that are used for commercial diary
operations.

Senator GLENN. Dr. Johnson, am I correct to say that you do not
recommend any overall screening now? Would you go along with
screening in some of these hot spots where we have seen a lot of
thyroid cancers develop? Or do we have enough information to do
that?

Dr. JOHNSON. Senator, you are asking me to comment on the Na-
tional Cancer Institute study of which I am not that knowledge-
able. What ATSDR did with regard to a comparable situation
where Iodine–131 was released from the Hanford facility, we do
recommend medical monitoring or, if you wish to call it, screening.
And that is for persons whom we estimate to have had 10 rads or
above exposure, primarily 1945–1951. Of that 14,000 people, some
60 percent have had exposure to 25 rads or greater. So, we have
recommended under Superfund that medical monitoring be done
for that group of 14,000 people.

Senator GLENN. In your studies, when you are reviewing the
studies did ATSDR take specific steps to involve and inform the
public and what specific steps did you do?

What I am looking for really is this also: What do we do once
we put this out to the public? What does the public do with it? We
do not want openness just for openness’ sake and say all wash your
hands, everything is great, now, we have protected the public. The
public has to be given this information in some way that means
something to them or it is sort of academic whether we put it out
there or not.

What did you do to help people get informed on this and to take
precautions in their own families some way or was there an effort
like that? If so, describe it.

Dr. JOHNSON. I think I would like to begin, sir, by indicating that
the practice of public health for quite some time has involved in-
volvement of communities and tribal nations and getting the public
involved is now very much a part of the fabric of public health.

With regard to what we did specifically at Hanford, as I said in
my testimony, we and CDC, jointly, created something called the
Hanford Health Effects Subcommittee. Twenty-one persons rep-
resenting a broad representation of the community around Han-
ford. State health departments, the business community, concerned
citizens, etc.

We began our effort to determine if medical monitoring for the
Hanford facility should be pursued by discussing that with this
committee that we formed. The committee for 2 years met quar-
terly. They provided us with information on their health concerns,
advice on various issues of community education.

Through that committee we were able to outreach to State and
local health departments on what we felt were the issues related
to Iodine–131 released from Hanford. We came to a deliberative de-
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cision under Superfund that medical monitoring should be pursued
and that was done in conjunction with this committee, with the
media.

And we have tried to educate health care providers, principally
through working with State and local health departments.

Senator GLENN. Is there any natural occurring Iodine–131 in na-
ture? Does it all come from this? Is there any at all from lightening
or whatever? Is there any natural Iodine–131?

Dr. HOFFMAN. It is a product of nuclear fission.
Senator GLENN. Yes.
Dr. HOFFMAN. And, so, to the extent that in the past there have

been natural nuclear incidents of spontaneous fission, that would
be the source of materially-occuring Iodine–131. But because of its
short half-life of 8 days, it would not persist.

Senator GLENN. One of the things Congress requested was that
a risk assessment be done by the report, but I do not think any
was included in the report.

I understand that National Cancer Institute did a risk assess-
ment in 1997 and put it out in a press release. I do not know what
the extent of that was or what the details were that went out. I
guess we could say that was some effort at making this information
available to the public.

I do not know how extensive that was. But how difficult is a risk
assessment to do? Should that be a natural outcome of this kind
of a study?

Dr. HOFFMAN. I believe it should. Today in the dose reconstruc-
tions that are ongoing at Hanford, Rocky Flats, Oak Ridge and
Fernald, the end point of the study is an estimate of individual
risk.

And, so, it was personally surprising to me that risk was not ag-
gressively pursued in the National Cancer Institute study. The Na-
tional Academy of Sciences and the Institute of Medicine report
conclusively state that there is a causative link between Iodine–131
and thyroid cancer. This information has been reinforced from the
experience of the follow-up of children exposed from Chernobyl. Yet
the very people who are most intimately involved in the study of
children exposed to Chernobyl fallout are the same people involved
in the National Cancer Institute’s Iodine–131 report. So, I do not
know why information about health risk was not included.

Senator GLENN. Yes. We are making a major issue of openness,
as we should, but what happens then when we are open? Let us
say all the information has been put out, what would the State
health departments or doctors or AMA, whoever, what would they
do?

Is it just a general awareness through the medical industry that
they ought to be more careful in screening this or is there an anti-
dote to this in any way or any protection people can take?

In other words, openness just for openness’ sake is one thing, but
openness to get information out there that people will act on and
are concerned about, that is very constructive. How do we make
this effective?

Dr. HOFFMAN. Well, yes, you have stated exactly the point that
I was trying to make. Through openness, the community with a
need for the information is informed at the earliest stage of the
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project and they have time then to digest the information and take
appropriate action.

The information about the high thyroid doses throughout the
United States, that information perhaps was known as early as
1965. But in the National Cancer Institute report the first prelimi-
nary results were available in the late 1980’s. In an open study
that preliminary information would be made available and people
would have had the opportunity to respond to this information.

Senator GLENN. Do you have any reason that you know of why
this was not put out earlier? Was it just a delay or other things
that people were involved with do you know?

Dr. HOFFMAN. In my personal opinion, I think it is in part a re-
flection of the traditional scientific process of not releasing informa-
tion until it is absolutely final. And because the information was
not absolutely final it was not released.

But contrary to that scientific tradition, present-day public
health dose reconstructions will release draft results at an early
stage with the understanding that it is draft information and sub-
ject to change.

Senator GLENN. I think you had indicated, maybe in your longer
written statement or earlier, that you believe the data was com-
pleted about 1989 and the report was completed about 1992. That
is 8 and 5 years before the report was issued. Do you know why
that occurred?

Dr. HOFFMAN. Well, I would like to just make a correction. I do
not know if the report was completed in 1992 but I think the cal-
culations were finalized about that time. So, the basic information
was well in hand in that time period.

Why did it take from 1992 until the present time to release the
report? I think, you must put that question to the authors of the
report.

Senator GLENN. From a practical standpoint, is there any easy
test for thyroid cancer? If I was concerned about a child or a grand-
child that had thyroid cancer, is there anything except the doctor
finding lumps or do you have to go through the expensive things
like an MRI and things like that to determine if there is a problem
there? There is no easy test, is there?

Dr. JOHNSON. Senator, the proposal we made that is specific to
Hanford is a phased approach where a person would be seen by a
physician who knows the issues, that is to say, radiation and thy-
roid disease. The first phase of that screening would involve palpa-
tion of the thyroid, a physical exam, a personal history and so
forth.

The second phase of that effort would go into a program of ultra-
sound if referred into the second phase from the first phase. The
third phase would be fine-needle aspiration where a small amount
of tissue from the thyroid gland is examined for abnormal pathol-
ogy.

Our program would then recommend under conditions that
knowledgeable physicians then make the decision on whether or
not to proceed with surgery or some other kind of more invasive
procedures.

So, we see it as a phased diagnosis.
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If I could comment also with regard to physicians. Our work with
State health departments leads to work with local health depart-
ments, that leads to work with local medical societies, that leads
to work with local health care providers. And it is a process that
has to involve all those links—State, local, medical societies, local
health care providers. Physicians are not well versed on issues of
toxicology, radiation biology and so forth. And I do not think the
public should expect that that should be the case.

Our responsibility is to provide that technical assistance and to
provide other information that would be helpful in their practice of
medicine.

Senator GLENN. Well, but you still depend on what? On things
like AMA publications or do you have a report that you put out to
every registered doctor in the United States?

Dr. JOHNSON. Again, we work under Superfund. It is a site-spe-
cific individual issue. For example, we recently had concern about
PCBs and fish tissue. We worked with the USEPA to outreach to
every physician in one particular State in the Midwest. It is not
Ohio, sir. It was one of the other States. So, it depends upon the
issue.

Senator COLLINS. Senator Glenn, I can yield the remainder of my
time to you or we could go to Senator Durbin?

Senator GLENN. I yield to Senator Durbin.
Senator COLLINS. Senator Durbin.

OPENING STATEMENT OF SENATOR DURBIN

Senator DURBIN. Thank you, Madam Chair.
I appreciate this hearing and I am learning a lot in a hurry

about a subject that I do not profess to have any particular exper-
tise. I am trying to really translate this into what I might expect
the average person in my home State of Illinois to ask me if they
should hear about this hearing and this report. Particularly when
I look at one of the charts—and I am not sure you have them for
all the States there, but you have provided them for us in the testi-
mony—and I find that one of the communities near where I live,
Christian County, Taylorville area, supposedly had exposures of
greater than 30 rads of Iodine–131 thyroid doses for persons born
on January 1, 1952, the backyard cow example.

What am I to tell someone who heard that, that this was the
case? What kind of precaution or concern should they have over
that fact, if they lived in that area in that period of time?

Dr. JOHNSON. Well, Senator, again, my agency is involved with
releases of Iodine–131 from the Hanford facility so our work is not
specific to the National Cancer Institute study, although there are
parallel issues.

What we have said to the public that was exposed as children to
Iodine–131 releases working through the media—working through
the States of Washington’s, Idaho’s, and Oregon’s health depart-
ments—that exposure does increase their risk for certain kinds of
thyroid disease.

We have said that we believe this is a matter between persons
and their health care providers and their physicians and that we
are trying to provide that would outreach to those persons at ele-
vated risk to bring them in for a kind of screening program.

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00027 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



24

Senator DURBIN. Is there a normal period of time within which
you could expect this thyroid cancer to exhibit itself? If a person
said, OK, I was living at Taylorville, I grew up there, I was a kid
born in 1952, I am 46 years old, I have never had a problem, does
that mean I am out of the woods when it comes to this particular
concern? Or is it, no, you have just reached an age where it might
be a particular concern?

Can you tell me that?
Dr. JOHNSON. I would like to refer that to my colleague, Dr.

Lybarger, who is a medical doctor.
Dr. LYBARGER. Senator, the risk increases throughout one’s life-

time to a general level of around 40 years. It does not decrease
after that period of time. So, generally, it is a life-long risk of extra
cancer.

Senator DURBIN. Can I ask you about some other things, too. Dr.
Hoffman testified that Iodine–131 is just one of the radionuclides—
I hope I am pronouncing that correctly—that occurs in fallout, but
it is the one that has been the subject of the largest dose recon-
struction study.

Are there other dose reconstructions of other radionuclides that
ought to be conducted?

Dr. HOFFMAN. I believe so. There have been assessments of the
impact of all the radionuclides in global fallout from the United
Nations Scientific Committee on the Effects of Atomic Radiation.
But a detailed assessment on the level of the National Cancer In-
stitute’s report for other radionuclides, beyond those communities
immediately downwind of the Nevada Test Site, has never been
done.

Also, there has not been an attempt, as far as I know, to esti-
mate the individual risk associated with exposure to those radio-
nuclides. Now, what I think is important, and the reason I would
support such studies, is because the types of cancers and disease
induced by exposure to those other radionuclides are more likely to
result in a fatality rather than just a morbidity.

In the case of thyroid cancer mortality is less than 10 percent.
The leathality fraction, or the chance of death, is much higher for
the types of cancer induced by the other radionuclides.

Senator DURBIN. I do not want to over-state what you have just
said so I want to make sure it is clear for the record. You are sug-
gesting that this study with Iodine–131 indicates what probably oc-
curred as a result of the fallout from the tests in creating a medical
condition which is serious but not as life-threatening as some other
cancers.

And you are saying that there are other radionuclides that might
have come from these tests which should also be surveyed because
of the potential danger which might be even greater than the dan-
ger of thyroid cancer, is that correct?

Dr. HOFFMAN. That is correct. But I would say that there are
other radionuclides that did come from these tests, not might have,
they did. And I personally have asked this question of the National
Cancer Institute in the past and that is, why was there no attempt
to expand the scope of the study? I feel the intent of that public
law back in 1983 was to look at the full potential health impact of
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weapons testing at Nevada. To do that, you have got to look at all
the radionuclides.

Now, the techniques that were developed to estimate Iodine–131
are the same techniques that could have been used to estimate all
of the other radionuclides. So, the step to include an estimate for
the other radionuclides in fallout was not a major step.

Senator DURBIN. What are the other radionuclides? Can you tell
me? Is the list too long?

Dr. HOFFMAN. The other ones are Cesium–137, that has a 30-
year half-life and is readily taken up in the food chains; Stron-
tium–90, that acts very much like calcium and is taken up like io-
dine into milk and can deposit in bones. Over the long-term, radio-
active Carbon–14, which also will be prevalent in human foods.
Those three radionuclides can be measured even today.

However, the bulk of what can be measured was contributed by
global fallout, not by Nevada Test Site operations.

Senator DURBIN. Can we use the same—let me see if I state this
correctly—I take it what you have given us in this portrayal here
and map, as Senator Collins and others have noted, is an indica-
tion of where these deposits of Iodine–131 were the most serious
or the greatest. Can we conclude that these other radionuclides
were likely to have been deposited in the same places?

Dr. HOFFMAN. Yes.
Senator DURBIN. We can.
Dr. HOFFMAN. Yes.
Senator DURBIN. Well, then I think what—I do not want to over-

state this—but I think what we are considering today is the canary
in the cage in the coal mine and it is looking very sick because of
Iodine–131 and something worse may be out there. And I am afraid
that—and I do not want to over-state this because this is a serious
matter of public health and I do not want to cause great alarm—
but if I follow your questioning, we need to get on this quickly.

We cannot allow the kind of delay and procedure that was used
in this report to prevail again, so, that we can address these other
radionuclides which are even more dangerous, which could have
been deposited from this fallout or from some other source. Have
I stated this correctly? Please, correct me if I am wrong because I
do not want to be wrong.

Dr. HOFFMAN. I would not want to, at this time, make a state-
ment about the overall effect until such studies had been com-
pleted. I would want to emphasize, however, that the health out-
comes associated with exposures to these other radionuclides are
more than likely to lead to the types of cancer that could result in
a mortality. But whether we are dealing with a few thousand cases
of excess mortalities or a few tens of thousands of cases of excess
mortality I will not know until such studies have been conducted.

Senator DURBIN. Well, the reason I pointed out Christian Coun-
ty, Illinois, is that they have had a lawsuit recently concluded
where there was an extraordinary incidence of a rare cancer, neu-
roblastoma, in four children and unexplained. And I do not suggest
it has any connection here, but I can tell you that that has caused
everyone in this area to be overly sensitive as to whether or not
there is something unusual in that particular area and it just
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jumped right off the map when I opened up this chart and saw that
this was one of the counties involved here.

I thank you, Madam Chairman.
Senator COLLINS. Thank you.
Senator Glenn.
Senator GLENN. Yes. Just one more follow-up one on Senator

Durbin’s comments. I was talking to the staff here while he was
commenting. I believe you have strontium and cesium, also in the
radionuclide family that are fallouts from some of this, too. Now,
should we be concerned about some of those dosages because stron-
tium, as I understand it, concentrates in the bones. It can cause
cancer. Now, maybe it comes from some other sources also, I do not
know. Cesium is more long-lived, I am told, and, so, you may have
radiation in you from a collection of cesium over time.

Now, some of these things also are used in the medical profession
for diagnosis as well as therapy for certain things. So, they are
used in a controlled fashion that way. My question is, do you know
whether you could give us some advice on whether the dosages are
high enough from some of this fallout of these other radionuclides
that we should be alarmed about them and should be doing some
similar studies that cover these other areas? Or are they so rare
that those other radionuclides, strontium and cesium, as a source
of potential cancer is not large enough that we need to worry about
it that much; there are other things that we should be concen-
trating our efforts on? Do you have any comment on that?

Dr. HOFFMAN. It is hard to come up with a simple answer to the
question that you just posed. In order to give full public disclosure
as to what the potential health impacts have been from testing at
the Nevada Test Site, yes, I believe that investigations should be
undertaken of the full suite of radionuclides that have been pro-
duced.

Have significant exposures occurred as a result of the deposition
of these other radionuclides in fallout? I do not know the answer
to this until such studies have been undertaken.

How significant is it likely to be? I think it is fairly evident that
the highest exposures to these other radionuclides more likely than
not to have come from global fallout because these are long-lived
radionuclides that accumulate in the upper atmosphere and they
can deposit over a number of years.

So, that what we currently measure in our foods and in soils of
cesium, strontium, and Carbon–14, the bulk of that came in from
global fallout and not from the Nevada Test Site. However, a frac-
tion of that is still a contribution from operations in Nevada.

Senator GLENN. But do we have good information about what
kinds of cancer or whether cancer is caused by these other things
like the strontium and the cesium and others, as well as Iodine–
131?

Dr. HOFFMAN. Well, for Iodine–131 the primary organ of interest
is the thyroid and other than non-neoplastic thyroiditis the main
issue of concern is the production of radiogenic thyroid nodules and
carcinomas. For the other radionuclides, it is basically looking at
the overall interaction of radiation in biological matter. And there,
I believe, the scientific evidence is fairly conclusive and that is that
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any excess exposure to radiation increases one’s risk over one’s life-
time of cancer. That risk may be small but the risk is still there.

Senator GLENN. All right, but the fallout we received such as in
Maine and the other places where there are hot-spots—it would be
your opinion, I gather from what you said about the long-lasting
life of this as opposed to the half-life—that these would not nec-
essarily, strontium, cesium, problems, whatever they resulted in,
would not necessarily be in those same hot spots, even though they
might have been generated originally by the same nuclear event.

In other words, they would be more long-lived and would be more
likely to circulate all over the world over a period of time and be
a hazard for a longer period of time than would Iodine–131?

Dr. HOFFMAN. That is true. However, you also have to question
whether or not you could see Strontium–90, Cesium–137 that origi-
nated from Nevada in these locations. And, the answer is that yes,
indeed, those radionuclides are present at those locations. How-
ever, their presence may be masked by a larger fraction that was
deposited with global fallout.

Senator GLENN. OK. But does strontium concentrate in the
bones?

Dr. HOFFMAN. Yes.
Senator GLENN. Has anyone ever done studies in these same hot

spots to determine whether we have higher incidence of bone can-
cer that might be trackable back to strontium?

Dr. HOFFMAN. I do not believe so, and I believe that such studies
would be difficult because of the other potential causes of bone can-
cer. So, that a simple epidemiological study that tries to do a geo-
graphical analysis of bone cancer and to draw correlations more
likely than not might produce inconclusive results.

Senator GLENN. OK. I have nothing else.
Senator COLLINS. Thank you very much for your testimony.
Our next panel this morning includes the official who managed

the radiation study, Dr. Bruce Wachholz, the Chief of the Radiation
Effects Branch of the National Cancer Institute.

The Department of Health and Human Services is represented
by Dr. William Raub, the Deputy Assistant Secretary for Science
Policy and the Science Advisor to the Secretary of HHS. HHS is the
Department ultimately responsible for the oversight and manage-
ment of the NCI study.

I am also going to ask that Dr. Richard Klausner, the Director
of the National Cancer Institute, join these other two witnesses. I
would ask that the three of you come forward and remain standing
so that I can swear you in pursuant to the Subcommittee rules.

Do you swear that the testimony you are about to give will be
the truth, the whole truth and nothing but the truth, so, help you,
God?

Dr. WACHHOLZ. I do.
Dr. RAUB. I do.
Dr. KLAUSNER. I do.
Senator COLLINS. Thank you. Please, be seated.
I first want to just go over the ground rules for the testimony.

Any written statements will be submitted in their entirety. I am
going to ask that oral statements be limited to no more than 10
minutes each, using the lights for guidance. I want to start with
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Dr. Wachholz. Do you have a statement that you would like to
make this morning?

TESTIMONY OF BRUCE WACHHOLZ, PH.D., CHIEF, RADIATION
EFFECTS BRANCH, NATIONAL CANCER INSTITUTE

Dr. WACHHOLZ. Yes, Ma’am.
Madam Chairman, Members of the Committee, I am Bruce

Wachholz, Chief of the Radiation Effects Branch at the National
Cancer Institute. In that capacity, I have had the opportunity to
oversee a wide range of radiation research projects funded by the
NCI and have worked with scientists in other Federal and non-
Federal agencies and laboratories for 15 years. Also, here today
from NCI, to my right, are the Director of the Institute, Dr. Rich-
ard Klausner, and behind me, the U.S. Associate Project Director
for the Chernobyl Studies, Dr. Ihor Masnyk.

I would like to ask that the NCI statement be included for the
record, as I am sure Dr. Klausner would request.

Senator COLLINS. It will be.
Dr. WACHHOLZ. First of all, I would like to express my personal

appreciation to the Subcommittee for its clarification of items in
the press that occurred yesterday. It is very much appreciated.

One of the NCI projects, the preparation of the I–131 Fallout Re-
port, unfortunately took 14 years to complete. Too many years.
That was for two reasons. First, the recruitment of all the experts
involved in the study, the data collection, management and anal-
ysis, computer programs and drafting of the report took roughly be-
tween 10 and 11 years—much longer than either the advisory com-
mittee or I originally predicted, but not inconsistent with other
studies of this type.

Second, and perhaps more importantly, for almost 2 years, from
1994 to 1996, the preparation of the report received little attention.
I sincerely regret that this has happened and I take responsibility
for the delay and acknowledge that the report could have gotten
out faster.

One of the concerns expressed by the Subcommittee has been
that those of us involved in the report—and I certainly include my-
self in that group—should have been more sensitive to the public’s
interest in the findings, and we should have involved the public
more in its development and dissemination. In retrospect we
should have involved citizens in some way in all aspects of the
project.

We did provide continuous presentations to the scientific commu-
nity at meetings of National Cancer Institute Advisory Boards,
groups at international and national meetings and to other Federal
agencies who assisted with the methodology. As the previous par-
ticipant, Dr. Hoffman, mentioned, it was discussed in the scientific
community.

There was no intent to deceive or to conceal this information
from anyone, including the public. It, perhaps erroneously, never
occurred to me that the delay in publishing would be interpreted
as a so-called coverup or concealment of data.

In fact, one of my primary efforts in the preparation of the final
document was to ensure that the various categories of persons, var-
ious diets and so on, be clarified in the report so that those persons
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1 See Exhibit 13, which appears in the Appendix on page 893.

in the public who might be interested in the report would be able
to understand the information more clearly and have the oppor-
tunity to construct their own estimated doses. This required exten-
sive rewriting of the document to make it as user-friendly as it now
appears in print and on the Internet.

The recent review of the report by the National Academy of
Sciences found it to be a careful, detailed and responsible effort
with scientific results consistent in most respects with the Acad-
emy’s own analysis. But the reviewers also recommended that a fo-
cused effort be made with the help of the public to develop a pro-
gram of public information and education about the consequences
of the Nevada weapons tests.

I am aware of the criticisms and concerns expressed by many
about the length of time it took to make our findings available to
the general public. And I agree and subscribe certainly to Dr.
Klausner’s statement in last October’s hearing on this same mat-
ter, that a clear, faster and more aggressive plan should have been
put in place to make the results public.

During that same time period, from 1991 forward, non-govern-
ment scientists, NCI staff and I were involved in developing long-
term studies of health effects, specifically of the thyroid that might
result from exposure to I–131 from the Chernobyl Nuclear Power
Plant accident in 1986. We hope that these studies will provide a
more definitive answer in order to assess the risks of thyroid can-
cer associated with exposure to I–131 and, thereby, help to respond
to the third component of the Congressional mandate.1

However, this is a long-term clinical epidemiology study in coun-
tries of the former Soviet Union where we face many challenges.
I surely have learned from the I–131 Report experience that this
research is of interest not just to scientists but also to the medical
profession and to the public. Therefore, we are all making efforts
to inform the public as new information becomes available.

For example, last December we presented the I–131 Report to
the Centers for Disease Control and Prevention Advisory Com-
mittee on Energy Related Epidemiologic Research, referred to as
ACERER, which includes both non-government scientists, such as
Dr. Hoffman whom you heard from earlier, but also members of the
public. And we are scheduled to discuss the Chernobyl project with
the same advisory committee in November of this year.

In addition, last week our contractor at Columbia University,
who is working with us on the Chernobyl studies, and I presented
these studies to the National Cancer Advisory Board—which also
includes members of the public and medical professionals. The
CDC participated in that presentation, as well.

These Chernobyl studies are the result of interagency coopera-
tion and could not have come about without the help of the Nuclear
Regulatory Commission, the Department of Energy, NCI staff, and
many non-government scientists with special expertise who are
willing to devote their time and effort to overcoming the challenges
involved in helping Belarus and Ukraine conduct these studies.

We have resolved the many and challenging difficulties that have
come to our attention so far and I am glad to report that screening
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1 The prepared statement of Dr. Klausner appears in the Appendix on page 75.

of populations is underway in both Ukraine and Belarus. In fact,
in the first year of screenings, Belarus is very close to meeting its
projected target for participant accrual.

When asked last week at the National Cancer Advisory Board’s
open session about the progress of the Chernobyl project, Dr. Jeff-
ery Howe, who leads the contract with Columbia University to pro-
vide scientific and technical support in aspects of these projects,
said it quite well and I quote, ‘‘. . . all epidemiology takes a long
time to get going. So, despite the apparent length of time I was not
surprised and was not discouraged. And . . . since I have been ac-
tively involved in the thyroid studies, I have actually been very im-
pressed that things are moving now. . . .’’

We, at NCI, share his optimism and are encouraged by the pace
of accrual. Shortly, Bi-National Advisory committees will meet to
discuss how they can best advise all entities involved about the
progress of the project and how to maintain the integrity of the re-
search. Our foreign colleagues and we look forward to receiving
their guidance, including how best to communicate information as
it becomes available.

We know that communicating results of our radiation studies to
the public requires a careful and thoughtful plan and my col-
leagues and I will be mindful of that in the future. In fact, we will
work closely with the CDC in order to plan for future information
for the public in a more thoughtful and sensitive manner.

That concludes my remarks. I would be happy to answer ques-
tions.

Senator COLLINS. Thank you.
Dr. Klausner, I know you have submitted a written statement for

the record. Would you like to make a few brief remarks?
Dr. KLAUSNER. Yes.

TESTIMONY OF RICHARD D. KLAUSNER, M.D.,1 DIRECTOR, NA-
TIONAL CANCER INSTITUTE, NATIONAL INSTITUTES OF
HEALTH, DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. KLAUSNER. Let me just respond to a few issues that have
been brought up about how we communicate this very important
and troubling information to the public. Once I became aware of
the study, which was in the spring of 1997, we moved very, very
quickly to make sure that this is presented to professional commu-
nities, public health communities, and to the public.

This report was unprecedented, in that it was 110,000 pages. It
was very complex and we wanted to make it in a form—and it is
very hard to do, and there is lots that we can do better—accessible
to everyone.

We put it out on the Internet. Individuals can go in and can re-
construct their own predicted doses, based upon where they were
born, when they were born, and if they can remember, what they
ate and how much they drank—recognizing that there are great
uncertainties here.

We met with and spoke with all State and territorial health offi-
cials. We had an extensive communication plan with professional
societies, including the American Thyroid Association. There were

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00034 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



31

1 The prepared statement of Dr. Raub appears in the Appendix on page 87.

special sessions at those meetings to develop what they would say
to their members so that we would put out the information that
you and Senator Glenn have asked for: What should physicians
say? What should individuals ask? Where they can get informa-
tion?

We had many press conferences. The press certainly was very
helpful in making sure this is a very widely known report. We were
moving to release it as quickly as we could in, as I said, an unprec-
edented way.

We have a lot of communication mechanisms at the NCI. The
most widely used service for getting free information about cancer
in English and in Spanish is available through a 1–800–number
[1–800–4–CANCER], and we had questions and answers put there.

We did an enormous amount last year—and continue to help
work with professional societies to get this information out and to
put it in the context of what to do, what we know, and how much
about this we do not know. There is still great uncertainty about
the implications.

Importantly and largely because of the question of whether the
Federal Government is credible about these issues—because of this
terrible history and legacy of secrecy and what the government had
done—we turned to an independent entity, the Institute of Medi-
cine and the National Academy of Sciences, so that they could look
at the study, if it was well done, if it was credible and, specifically,
to make advice to all of us—to the Nation—about what we should
do in terms of public health implications, medical monitoring impli-
cations, and advice about what we should do for education and
communication.

I know that we can do everything better but I want to assure you
that ever since this report came to my attention I think we have
moved in an unprecedented way to be open, to be communicative,
to provide the type of information that you have been asking for
today, and the type of information that Dr. Hoffman has talked
about.

One final thing. The CDC has done a spectacular job with radi-
ation-related studies, including the Community and Oversight
Boards. What we have done since a year ago is sign a memo-
randum of understanding between myself and the head of this area
of the CDC. All NCI radiation studies are now presented to the
CDC’s Public Oversight Board to correct what we saw were defi-
ciencies in the process and which I know you are concerned about.

So, I just want to assure you that we have been acting.
Senator COLLINS. Thank you.
Dr. Raub.

TESTIMONY OF WILLIAM F. RAUB, PH.D.,1 DEPUTY ASSISTANT
SECRETARY FOR SCIENCE POLICY, DEPARTMENT OF
HEALTH AND HUMAN SERVICES

Dr. RAUB. Thank you. Madam Chairman, Senator Glenn, I am
pleased to present the perspective of the Department of Health and
Human Services on the conduct of two studies designed to examine
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the effects of exposure to Iodine–131 following nuclear testing or
accidents.

My colleagues and I appreciate the time and attention the
Subcommittee staff has devoted to its review of these studies. The
Department recognizes as understandable and legitimate the fre-
quently expressed concern that the exposed populations in both
cases may be at higher risk of diseases of the thyroid, particularly
cancer.

We share your desire that our research be conducted both rigor-
ously and efficiently and that outcomes be used to promote national
policies that are protective of the public health. The National Can-
cer Institute is the appropriate organization to direct research to-
ward resolving these concerns. It has the requisite expertise and
experience. In particular, its staff includes leading international
authorities on radiation epidemiology and radiation dosimetry.

The Subcommittee has raised important questions about our re-
sponse to Public Law 97–414, which directed the Department to
conduct the study related to the Iodine–131 fallout from the Ne-
vada Test Site. NCI clearly took too long to complete the study. We
have learned important lessons about use of resources and the set-
ting of priorities as a result of our experience with the Iodine–131
study. NCI already has instituted important management reforms
to ensure that repetitions of this do not happen.

The Department, for its part on a broader basis, will review its
procedures for monitoring such major studies and, where nec-
essary, will institute reforms to ensure that we do not repeat the
experience of the Iodine–131 study.

As you know, the Institute of Medicine reviewed the NCI study
and recently issued its own report. IOM assessed the soundness of
National Cancer Institute’s analysis and assumptions and its esti-
mates of risk of thyroid disease from Iodine–131 fallout. IOM also
analyzed the issues associated with population-based screening for
thyroid cancer and the challenges associated with providing clear
and useful information about the risks of both radiation and
screening to those who have been exposed. We are currently study-
ing IOM’s report so that the Department can be responsive to its
findings.

I call your attention to the fact that IOM did not recommend
population-based screening for people exposed to radiation fallout.
Testimony earlier today from the Agency for Toxic Substances and
Disease Registry, however, indicates that it recommends medical
monitoring for people exposed to radiation from the Hanford Nu-
clear Reactor. In his testimony, Dr. Johnson, of ATSDR, compared
his agency’s recommendation with the IOM findings. He correctly
noted that ATSDR, and NCI studies differed considerably with re-
gard to circumstances, methodology, outcomes, and requirements.
On their face, the ATSDR and IOM conclusions do not appear to
be in conflict.

However, the Department will review policies and practices at
the Centers for Disease Control and Prevention, ATSDR and NCI
to identify significant differences, if any, in their respective ap-
proaches to dose reconstruction and determinations regarding the
need for and feasibility of population-based screening or medical
monitoring.
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If we find any differences that we believe jeopardize the Depart-
ment’s ability to be protective of the public health, we will initiate
corrective action.

The ongoing NCI study of the Chernobyl disaster is a unique op-
portunity to examine the effects of radiation on people. We have
confidence that the Institute is on course toward identifying proper
cohorts, estimating exposure, and assessing risks of disease.

The Department is aware of the difficulties of conducting such
research in countries that had been part of the former Soviet
Union. The science of epidemiology is not as uniformly well devel-
oped there as here. In many cases resources and experience lag far
behind those available in the United States, and managing a major
international study in an area of the world that is experiencing sig-
nificant political and economic instability is a difficult undertaking.

As a consequence, I do not think we should judge the progress
of the Chernobyl study using the same standards that we would
apply to a study conducted in the United States. Nevertheless, the
Subcommittee staff, in its discussions with us preceding this hear-
ing, raised several important management issues related to the
Chernobyl research.

Because this research is so important and, we hope, the only op-
portunity we ever have to study such exposure in human beings,
the Department wants to be certain that the Chernobyl work is
done as effectively and as efficiently as possible. We recognize the
concerns of the Subcommittee, and we take them seriously.

I will work with NCI staff to arrange for an independent review
of the Chernobyl project to identify any problems associated with
the way the work is planned, organized, conducted, and overseen.

Our plan to seek an independent review does not mean we lack
confidence in the National Cancer Institute. To the contrary, we be-
lieve NCI is the right organization to conduct this research, and we
are intent upon doing everything reasonable toward ensuring that
the project remains appropriately oriented and proceeds as expedi-
tiously as circumstances allow. We will await the outcome of the
independent review with an open mind.

Thank you for the opportunity to testify today.
Senator COLLINS. Thank you, Dr. Raub.
Dr. Wachholz, I want to get in my mind a clear understanding

of the timetable and also the reasons for delay. Dr. Hoffman testi-
fied this morning that the NCI report was essentially completed in
1992, is that correct?

Dr. WACHHOLZ. The data base and most of the analysis were
complete by that time, yes, Ma’am. The report, itself, in its entirety
was not complete until 1994.

Senator COLLINS. All right. I will accept the 1994 date then for
the purposes of this discussion. Considering that the study’s find-
ings were that people in unexpected areas of the country, including
States like Maine, were exposed to high levels of radiation, why did
you wait so long before releasing this information to the public?

That is the question that I am having a great deal of difficulty
with.

Dr. WACHHOLZ. Understandably so, Madam Chair.
I have to take you back to that time. Quite candidly, there had

been literally no inquiry with regard to this particular study during
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the preceding 10 or 11 years. In addition, our Advisory Committee
had been disbanded in 1993. Certainly wrongly in retrospect, obvi-
ously, the sense was that nobody was really terribly interested in
this. That, in and of itself, is not sufficient.

I think you also have to keep in mind that concurrent with those
times we were becoming increasingly involved in the Chernobyl
studies which were taking a great deal of time, particularly from
1993, 1994, 1995, and onward. We could not do both with equal
dedication.

Given the situation at NCI at that time, when there were uncer-
tainties and changes in management in 1993, 1994, and 1995, I
had to make a decision as to whether or not we would make a
major effort to establish ourselves in the countries of the former
Soviet Union in order to work with the governments there in order
to address the third component of the law that has been mentioned
earlier, namely the risk co-efficient for thyroid cancer—versus get-
ting the report out and letting the Chernobyl study pass essen-
tially—and we could not do both with equal dedication at that
time.

Senator COLLINS. The public cannot be interested in what the
public does not know. The interest in this report was enormous
once it finally was released. Was there any concern on your part
that, did you delay for any reason, related to your concern about
what public reaction to the report might be?

Dr. WACHHOLZ. No, Ma’am.
Senator COLLINS. Was the report only released when Congress

started pressuring the agency, saying, where is this report? We
were notified back in 1992 by the NCI that we were going to re-
ceive it in 1992.

Dr. WACHHOLZ. When Dr. Klausner and his senior staff became
established in mid-to-late 1995, the situation was discussed with
my supervisor at that time, and steps were taken to augment the
staff. So, starting in 1996, I could devote time to getting this report
out.

In early 1997, I think, I wrote a letter to CDC responding to
their request as to when the report would be out. I think I indi-
cated at that time that we were hoping to have it out by October
1, 1997, which predated any of the press involvement. We recog-
nized ourselves that we just had to get this report out and once we
had a management structure in place to be of assistance in this,
we made progress on it.

Senator COLLINS. I know that Senator Glenn is going to want to
follow-up on those issues. I am just going to ask one question of
Dr. Raub before turning over the questioning to Senator Glenn.

Does not HHS bear some responsibility here? It was HHS’ deci-
sion to delegate the report to the National Cancer Institute. How
did HHS let such an important study fall through the cracks? Do
you not have a system for tracking congressionally mandated stud-
ies?

Dr. RAUB. Madam Chairman, you are right. The Department
does bear responsibility with NCI here. The system for tracking
congressionally mandated projects clearly failed in this instance.

Senator COLLINS. Senator Glenn.
Senator GLENN. Well, is there a system?
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Dr. RAUB. Yes, sir. It is not clearly as uniform as it ought to be
but there are attempts, especially with appropriations actions with-
in the Department, to try to ensure that there is systematic follow-
up. We clearly have not done as good a job with respect to man-
dates occurring in legislation outside of appropriations.

Senator GLENN. I would think this would be fairly simple, not
only in your office, but out in NCI also, Dr. Klausner. You came
in 1995, so, a lot of this pre-dates your arrival there. But any big
endeavor like the Department’s or agencies that you operate will
often have a big board on the wall or a pert chart where you list
the different things and when they are due. The list includes all
these things, including due dates and whether it either made it or
it does not.

How do you keep faith with the people who asked for this report?
There apparently is no such system operable. Or, at least for this
report, if there is, it really fell through the cracks because we are
talking about 14 years.

And we are talking about even when we received annual reports
from NIH and the annual reports of the National Cancer Institute
from 1992 to 1995 regarding this report, the report stated that the
activities, ‘‘Have been completed during the current reporting pe-
riod.’’

Each year they are telling us over and over again the report has
been completed and then additionally the Advisory Committee for
the study was even disbanded in 1993 as you have mentioned, Dr.
Wachholz. So, here we have a study all completed and nobody is
checking on it to see that it just gets submitted.

Now, somewhere, obviously, things fell through the cracks and
Dr. Wachholz is taking complete responsibility for this. I gather
that you had competing things demanding your time. Are you
short-handed? Do we need more support in these areas? Obviously
the squeaky wheel gets the grease at NIH or NCI or any place else
and if we are not griping about not getting a report, maybe it gets
shifted back some place and that is not the way the system is sup-
posed to work.

We should not have to heckle people into getting a report once
the thing is done. It should not sit out there for years. And you
have already admitted that this report fell through the cracks, but
this makes me wonder how many more reports have been re-
quested for very good reasons, people doing studies and so on and
concerns about health, and how many more are sitting some place
because there is not a system in place to make sure that we get
them moving off dead center and in here somewhere close to their
deadline.

Now, do we have a system or do we not? I will start with you,
you are HHS, and then I will go to Dr. Klausner and see what kind
of a system you actually have right now.

Dr. RAUB. The system that exists now, Senator Glenn, is oriented
heavily toward those requirements that are associated with appro-
priations bills, as I indicated. I am not aware that we are remiss
in failing to track or report other mandated studies, but I could not
at this moment give you assurance that we are not.
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Senator GLENN. What you are saying is, unless it is an appro-
priations bill then it is going to get sent back to second status, is
that correct?

Dr. RAUB. No, sir. I did not mean to imply that, but rather that
I believe the system is better developed with respect to appropria-
tions language.

Senator GLENN. Well, we are not an appropriating committee
over here and, yet, we ask for studies. This Committee, as a matter
of fact, I think we have a record on this Committee. We did not
set out to do it that way. But we have the broadest areas of respon-
sibility on this Committee of any committee in the Congress. We
overlap almost every other committee. Most people do not realize
that. And we normally have the most General Accounting Office
studies, for instance, going on behalf of this Committee.

And, so, we probably have a lot of requests out there and I do
not want to think because it does not involve an appropriation mat-
ter that we are going to get second-class treatment, unless we are
notified. If somebody says we have got an appropriation matter and
they are demanding action right now, we got to get that thing out
there for them, right now, I understand that. The appropriations
are the big stick around here and that is understandable. But then
if it comes at a time when we have said we would like to have it
by a certain time and you have agreed it is going to be by a certain
time, then we should be notified of that. And we are very under-
standing of the appropriations problems.

But we cannot have anything like this dropping through the
cracks where it sits for 14 years although it was done in 1992. And
in 1993 you disband the committee and we are still sitting. And it
does not see the light of day until Senator Daschle’s staff, I believe,
made an inquiry in 1997. That is how it finally came to light that
it was not up here.

Maybe some of the rest of us should have our own little check-
off lists up here, too. But I would hope that we do not have to go
through that. We should depend on you to do that for us.

Dr. RAUB. You are absolutely right, Senator. We should ensure
that the system is uniformly effective.

Senator GLENN. Good. What do you have, do you have a big chart
in your office out there, Dr. Klausner? And if not, why not?

Dr. KLAUSNER. No, I do not. But what we——
Senator GLENN. Well, you are going to develop one real quick,

are you not?
Dr. KLAUSNER. No. Actually we have already done it and it is on

the computer screen. But there was no uniform tracking system
and this issue brought that to light. So, what we have developed
over the last year is what we think is a very good computer-based
tracking system for all Congressional requests, all reports, wher-
ever they come from. It will be automatically updated so it will
automatically generate the progress reports.

We did not have that system before. It will be fully operational
this Fall. We have been prototyping it and developing it over this
past year. And I think that is exactly how this happened.

When I came in to head the agency there were thousands of
projects and I simply did not learn about this project until it was
brought to my attention. And you are right, it was from a letter
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from Senator Daschle that I realized that this was something that
had been requested by the Congress.

Senator GLENN. OK. Everybody is saying we did wrong on this
and we are going to correct it and all that. Let us move on to
Chernobyl. I am concerned about that, because as I understand it,
that is supposed to provide us and other countries around the
world with a great deal of information about the relationship be-
tween radioactive iodine and thyroid cancer.

Although it is not our country, they gave us permission and we
are quite happy to come in and do this study working with their
people. And normally in doing these things we have a protocol set
up on how it is going to go. And that is what we call these arrange-
ments made, governed by scientific plans, it is a scientific plan
called a protocol. And these protocols were signed in 1994 by a
number of countries. And there was supposed to be a committee to
oversee that, an advisory committee, as I understand it. And they
would manage and oversee our involvement in that study.

Now, that was to be several different countries represented.
What is the status of that? As I understand it, when did those peo-
ple get appointed? This whole thing started way back. Dr.
Wachholz, you were asked in 1994 to appoint five individuals to
that committee. When were those people nominated or selected?

Dr. WACHHOLZ. We began identifying people and inviting their
participation in 1996. And the delay there, if you read the pro-
tocol—with your permission I can read the relevant section or sen-
tence.

Senator GLENN. Certainly.
Dr. WACHHOLZ. ‘‘With the approval of the project by authorities

of both countries and assurance of funding by both sides, the over-
sight group or advisory committee would be confirmed.’’

The assurance of funding really did not occur until 1996, both in
their governments as well as financial support from the United
States to the scientists working on these projects in Belarus and
Ukraine.

Senator GLENN. You did not name the board then for that length
of time because the funding was not there to establish the board
or what?

Dr. WACHHOLZ. That is part of it. The other part is that the stud-
ies actually began in terms of involvement of subjects of the study
in 1997 in a serious way.

Senator GLENN. Well, we had the original plan that called for
conducting this study in Belarus and it is about 4 years old now.
Can you tell us how many people were supposed to have been
screened by the end of 1997, by the end of last year and what our
status is in that?

Dr. WACHHOLZ. Senator, I will be glad to answer your question
but could I put it in context first?

Senator GLENN. Sure.
Dr. Wachholtz. We are dealing with systems over there that do

not have a history of research in the context that we are talking
about here. Between, for example, 1994 and 1996, there were three
changes in ministers of health in Belarus, there were six changes
of ministers of health in Ukraine. In Belarus, also, we faced
changes in the directors of the institute that we are working with,
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as well as many of the senior staff. This led to a great deal of dif-
ficulty.

Also, we learned, for example, that the signature on the agree-
ment in 1994—by the minister of health of Belarus—had not been
validated by the Council of Ministers of the President of that coun-
try. That did not occur until 1996.

So, I am just giving you the very tip of the iceberg of the type
of problems we have had to overcome there. These are their people,
their scientists. We are working with them, but we are not con-
ducting the study. And we have to adjust our expectations to the
realities that we find over there that are different every time we
go over, literally.

Senator GLENN. OK. Now, you have been operating pretty much
without this advisory committee then that was not possible to set
up, you say, until some time in 1996. Then you have been oper-
ating just sort of out of National Cancer Institute, yourself?

Dr. WACHHOLZ. No, sir.
Senator GLENN. Or how?
Dr. WACHHOLZ. In the early 1990’s, when NCI first began to get

involved in this at the request of the Department of Energy, we es-
tablished a working group under and associated with the Fallout
Advisory Committee that was subsequently disbanded in 1993.

There were 10 people on this working group. Roughly half were
Federal scientists and half non-Federal scientists. Most of those
people are still working with us today. That group was called, for
shorthand, a working group, which dealt with both countries. That
existed until September 1996.

From 1996 on, the individuals were still working with us, not as
a group, but as consultants, essentially. So, all the way along this
entire development we have had people outside the government as
well as inside the government working with us, giving us guidance
on all aspects of things—including people in other agencies, and
the State Department, and the embassies—on how to face the prob-
lems we have come up against.

In 1996, Dr. Klausner met with senior officials of the Depart-
ment of Energy and decided that because these studies were immi-
nent in terms of their implementation, we would need to augment
the resources available within this country. The decision was made
at that time to go out for a contract for scientific and technical in-
volvement on a more broad-scale basis because many of the people
that had been working with us, if I may say so, are very senior citi-
zens. I hesitate to say that to you, sir, but——

Senator GLENN. That is quite all right.
In some of my endeavors, age has become an advantage not a

disadvantage. [Laughter.]
Dr. WACHHOLZ. The contract was let at the end of September

1997. Since then we have had access to additional outside expertise
through the contract, as well as from the people that have been
working with us all the way along the line.

So, through this entire period it is not just NCI or our organiza-
tion that has directed or controlled this study. It has involved a lot
more people than that.

Senator GLENN. Well, I understand that. My big concern is that
we are about 12 years after Chernobyl and every year, every month
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that goes by it gets tougher and tougher and tougher to contact the
people and do the studies and find out who is where and all the
rest. So, we have got everybody dispersed and as you say, there
have been many changes of administration. There may be more one
of these days, we do not know.

But anyway we are going through a time period where time is
of the essence and we are letting it get away from us. Now, maybe
it has not been under your control, but we had planned by this
time, by some of the figures I was given, the original plan called
for us by the end of 1997 to have screened some 15,000 people.
What we were able to do, we have had 3,500 contacts and we have
had 2,900 who have been screened.

Now, maybe that is a sample large enough to tell us a lot. I do
not know. Maybe we can get as much out of 2,900 as we would if
we had done the whole 15,000. That was in Belarus.

In the Ukraine, the original plan was to have screened 30,000
people and today we have had 800 contacts and 530 screened. And
maybe there have been all the management and the funding prob-
lems but I am concerned that this is beginning to get away from
us as far as time goes.

Is there a management plan, a management structure in place
that is really managing this and are the pieces beginning to fit in
there and we are ready to go? Because pretty soon you begin to
raise the question of whether money spent on this is going to be
worthwhile.

After we get up to 15 years or so, if we have not found out some-
thing about what happened at Chernobyl or do not have enough co-
operation from them or funding or whatever, why I think we need
to begin to think about the viability of it and whether it is worth
the candle here.

So, I would appreciate your comments on that. Do we now have
a management structure in place? And then, Dr. Klausner, I would
like to have you comment on it also. Something has to be managed
here to the point where we either get results one of these days,
after 12 years, or let us just say it was a bad deal and we will for-
get it.

Dr. WACHHOLZ. Senator, I know it has been 12 years since
Chernobyl. The involvement of our activities obviously has been
less than that. But in terms of the delays, and you mentioned
Ukraine specifically, the Ukrainian Government imposed the regu-
latory constraints on us at the end of 1996 that precluded us from
doing anything until earlier this year.

I think now that we have resolved those they are beginning to
get started. As you indicated, with 529 participants. That is just
their effort since, I think, May or June. We anticipate that that is
going to pick up rather dramatically over the next several months
or year.

In Belarus, once the screening was to be started, I think that the
first year of screening the protocol originally had projected 3,000.
We are pretty close to that. Whether we can keep that up or not
will depend on circumstances over there. Certainly we have to ad-
just as we go over there every time.

In terms of the long-range plan, the protocol is the ultimate long-
range plan. But in terms of developing the resources and the finan-
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cial support to do this, we are working on that, so that we do not
run into the same problem that we ran into on the fallout study.

Senator GLENN. Dr. Klausner.
Dr. KLAUSNER. Senator, I think that all of us who look at this

study recognize how important it could be and how difficult it is
going to be. We should be under no illusions. For many of our clin-
ical studies where there is a clinical epidemiologic study, there are
tremendous difficulties and over there the difficulties are amplified.

I wish I can guarantee the rate at which we would get a result.
We certainly want to make sure these studies are completed. One
of the reasons that we had this presented to our National Cancer
Advisory Board is to ask those questions.

The delay from beginning was getting an infrastructure in place.
I think the original protocol was very unrealistic and it was written
as if it was doing a study in the United States and as if there was
an infrastructure to do this sort of study. It has taken the last sev-
eral years to build the infrastructure, to build relations, to build
trust, to build expertise, to build data bases, to translate things.

I think the most important thing—from my oversight of it, to see
how it is going, and for the National Cancer Advisory Board—is
that once we got to that point of getting an infrastructure in place
so the study could happen: Is the rate of identification of the co-
horts, the rate of response of the individuals, and the rate of
screening, going up? Is it increasing? Does it look like we are going
to achieve the milestones? So far it is looking optimistic.

I do not want to overstate that. This is going to be a difficult
study to complete. But it is progressing and I think the entire Ad-
visory Board really felt that. They mostly felt how amazingly dif-
ficult the challenge of the study is going to be but that once we
have gotten the infrastructure in place and they actually began
screening, the rate of screening is not very far from the projection
in terms of the quarterly rate.

Senator GLENN. Well, correct me if I am wrong, but my under-
standing is that some of the other nations have been in there look-
ing at these things, too, and doing screening and I do not know
what their problems are. But I understand, I have been told any-
way that the Japanese have already screened 160,000 kids between
1991 and 1996.

Why can they do these things and we cannot? What is the prob-
lem?

Dr. KLAUSNER. The nature of the studies is really quite different.
There have been thousands of publications already that have come
out from studies related to the Chernobyl accident. But to attempt
to do the type of study that has never been done—a careful dosim-
etry, dose reconstruction—so that we ultimately can actually have
not estimates but a real assessment of what the risk is in humans,
as a function of age and gender, from a dose of Iodine–131 re-
ceived? What is that risk of getting cancer over years? That has not
been done.

I think the complexity of this study, the importance of this study,
is just that. But with that importance is an increased complexity
that is different from a lot of the other studies, for any of the other
studies that have been done.
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Senator GLENN. Well, they went in there, their study had a dif-
ferent purpose than ours, is that correct?

Dr. KLAUSNER. Yes, I believe that is right.
Senator GLENN. Correct, Dr. Wachholz?
Dr. WACHHOLZ. Yes, sir.
Senator GLENN. Yes. The 1994 protocol called for an annual re-

port to the Advisory Committee. That report is supposed to assess
organization of the study, progress, staffing, equipment, status of
locating subjects, fiscal report. Has such a report ever been pre-
pared?

Dr. WACHHOLZ. No, sir, there is no report of the Advisory Com-
mittee because there is no Advisory Committee at this point. There
are progress reports from the countries on a quarterly basis, but
they have not been consolidated into an annual report.

If I may, sir, you are focusing on the Advisory Committee. We,
at this point, do have an Advisory Committee, and we have had
one on several occasions in the past. But for one reason or another
people have had to withdraw because of either actual or perceived
conflict of interest.

As of this date we have identified individuals for the U.S. compo-
nent. We have their counterparts from Belarus and Ukraine and
we certainly expect to schedule a meeting as soon as we can get
everyone’s calendar to match.

Senator GLENN. I am concerned about the management structure
and Dr. Klausner, maybe you ought to comment more on this. I
would ask, first, do we at this time have a project plan on this? Do
we have a 3- and a 5-year budget plan for equipment and supplies
and people and——

Dr. KLAUSNER. Yes.
Senator GLENN. Where are we going with this thing? Is it now,

in other words, organized or do we need to ask you to have a report
from you within 30 days where you detail what the plan is and the
management structure or——

Dr. KLAUSNER. I would be delighted to provide one.
Senator GLENN [continuing]. Or can you assure us today that it

is all set up and ready to go?
Dr. KLAUSNER. I can assure you today that it is going. It is hap-

pening. I think, again, part of what is difficult about this is that
given the nature of the study we have to be nimble and flexible.
We keep running into problems. We discover them. We run into the
need for new expertise. And we need to be able to respond to that.

We can get into sort of ‘‘the best laid plans of mice and men.’’
We can have a written out protocol. We are trying to follow it. I
can and will be happy to provide for you a description of how we
are getting the studies done. There is a management structure.
There is a reporting structure. There is a project director. I want
to emphasize the project director in Belarus is a Byelorussian sci-
entist and the project director for the Ukrainian study is Ukrain-
ian. We are advisory to them and we work with them.

The major way that we determine the budget is that we have a
3-year contract, with Columbia University; so we have a 3-year
budget, with a 2-year period of award increase. That is the way we
budget these sorts of projects. That is the way we always budget
them. We have interactions with the NRC (Nuclear Regulatory

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00045 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



42

1 See Exhibit 6, which appears in the Appendix on page 767.

Commission) to provide for equipment and, in addition, we have
the updated estimates that I get with each annual budget from the
division that Dr. Wachholz is in, what we are going to need to sup-
port new meetings, travel and that is approved every year.

We are committed to this. We only have, as you know, 1-year
funding. But we plan for multi-year projects. That is what we do
for all of our projects. I am happy to provide that for you in writ-
ing.

Senator GLENN. Well, staff was informed that there are no 3- or
5-year budget plans for equipment and supplies, is that correct?

Dr. KLAUSNER. I have been given a projection of the estimate of
the next 3 years’ budget. These are changing year-by-year as we
see, for example, whether a van breaks down and then we need to
buy a van. I think that is the nature of this. We are committed to
try to find the dollars. We have a base budget which we think are
the predicted costs that we are going to need to fulfill the contract,
to fulfill the staff obligations, and a commitment for equipment.

What happens as you go along all of these long-term projects is
that there are, in fact, unexpected costs.

Senator GLENN. I understand that but do you have the overall
plan, a 3- and 5-year plan for equipment and supplies? Is that in
place now, so, we know what is going to be expected?

Dr. KLAUSNER. I can give you the 3-year—which is all that has
been presented to me—estimate of what dollars are going to be
needed in each fiscal year for this project. I have that, as we do
for all of our clinical trials. But I will emphasize that they change,
essentially, yearly.

Senator GLENN. I understand the change, but what I am con-
cerned with is there is a management structure that even if it
changes year-in/year-out, we have a structure here that is dealing
with this on a year-in and year-out basis.

Dr. KLAUSNER. Yes, we do.
Senator GLENN. And if you have it for the 3-year plan, could we

have that submitted to the Committee for our records?
Dr. KLAUSNER. Sure.1
Senator GLENN. Then we will know what your planning is in

that direction.
Dr. KLAUSNER. Sure.
Senator GLENN. And do you have milestones and hurdles you ex-

pect to hit, Dr. Wachholz? Do you have things in here that you
hope to accomplish by a certain time and have some idea now that
after all this time we are going to get the information we need?

Dr. KLAUSNER. Well, as you pointed out, our original projections
for time factors and when things would be accomplished was rather
unrealistic when we came face-to-face with reality over there.

We have learned from that and, so, our milestone projections at
this point are basically on a quarterly basis. When we go over
there, we work with people, we identify, review and so on, what the
previous milestones have accomplished, where they stand and what
can be done in the next quarter.

Senator GLENN. Dr. Raub, there seems to be some discrepancy or
a great discrepancy in the way that different agencies approach

VerDate 12-OCT-99 08:35 Oct 14, 1999 Jkt 010199 PO 00000 Frm 00046 Fmt 6601 Sfmt 6601 E:\HEARINGS\51644 txed02 PsN: txed02



43

their radiation research, especially with respect to openness and
public participation. Obviously we get greater credibility and public
acceptance the more open these studies are.

What are you doing in the Department, what kind of effort are
you putting forward to establish a departmentwide policies and
guidelines so that there will be a consistent approach to these stud-
ies?

Dr. RAUB. Senator, heretofore, we have not. We viewed it as a
matter delegated to the respective agencies. As Dr. Johnson indi-
cated before, much of the work at the Agency for Toxic Substances
and Disease Registry and the Centers for Disease Control tends to
be, to use his phrase, site-specific and, therefore readily focuses on
the potentially affected populations. And I believe it has worked
well in terms of broader public involvement in those processes.

In hindsight, as indicated also by earlier testimony, the larger
NCI study did not do that. In my testimony I indicated that collec-
tively, as the Department, we would look at our practices and pro-
cedures related to dose reconstruction and other considerations to
ensure that we do not have significant unexplainable differences in
our approaches and try to promote, as it is appropriate, a greater
degree of uniformity across the Department.

Senator GLENN. OK. I want to commend you and HHS for agree-
ing, as you said earlier, agreeing to undertake an audit of the
Chernobyl, and I look forward to having information from you at
that time.

I would say that if you get information that you think is appro-
priate for the Subcommittee, we would appreciate it being for-
warded to the Subcommittee by letter, rather than waiting for a
hearing or something.

Dr. RAUB. Yes, sir.
Senator GLENN. Because we will be out of session, this being an

election year, we will not be in until January. I would hope we
would be getting some information on these very shortly. These are
things we have waited for, for a long time.

Now, Dr. Klausner, you said you have thousands of projects out
at NCI, which you do. Have you screened those to see if you are
overdue by X number of years, months, or whatever, on reports
that we have been expecting here or somebody has been expecting
for a long time?

Dr. KLAUSNER. I have certainly asked for that. We have been re-
viewing everything and we have not found anything that at all
looked like this 12-year project.

Senator GLENN. Thank you, Madam Chair.
Senator COLLINS. Thank you, gentlemen.
I think that we have learned from this experience. When dealing

with an issue that has serious public health consequences, it really
is imperative that deadlines be met or that the agencies involved
give an explanation to Congress as to why they are not being met.

To fail to do so only creates a climate of distrust, apprehension
and fear that is in no one’s interests and that can lead to wrong
conclusions of conflict of interest or concealment or cover-up being
reached.

I do not believe that is what happened in this case. I think it is
an example of poor management and of failure to understand the
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public interest in the report in the sensitivity of the materials. It
is, nevertheless, important that these kinds of mistakes not occur
in the future and I think that Senator Glenn’s emphasis on simply
having a system where reports are tracked is a very good one.

I want to yield to Senator Glenn for any concluding comments
that he might have or any concluding questions.

Senator GLENN. Thank you, Madam Chairman.
I would just ask that the record be kept open for 10 days so that

we might, if other Members do have questions in this regard or if
we have some follow-up questions we think about that we should
have asked today and did not, we hope the witnesses would re-
spond promptly so that we can get that as part of the record.

So, I would ask unanimous consent that that be the case.
Senator COLLINS. The record will remain open for 10 days for the

inclusion of additional materials and possible additional questions
and answers for the record as well as any public comments that
may be submitted to the Subcommittee.

I want to thank Senator Glenn for bringing this issue before the
Subcommittee. It was a very interesting issue. I know that I
learned a lot and I believe that we served our constituents well by
pursuing this issue.

Senator GLENN. Thank you, Madam Chairman.
I appreciate very much your willingness to hold a hearing on

this. I think it is important and I think we have aired this pretty
well today. I can see where we maybe have had some deficiencies
in the past. I hope, because of this hearing, we will see those things
corrected.

Senator COLLINS. Thank you.
The hearing is now adjourned.
[Whereupon, at 12:06 p.m., the Subcommittee was adjourned.]
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